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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES
AUG 20U 2003

Ms. Mary K. Hagler, MS

Regulatory Specialist - Pharmaceuticals

Intervet, Inc

405 State Street, P.O. Box 318

Millsboro, DE 19966

Subject: Amendment - Revised First Aid Statements

Deltamethrin 4% Collar
EPA Registration No. 68451-1
Your Submission Dated May 20, 2003

Dear Ms. Hagler:

The amendment referred to above, submitted in connection with registration under section
3 (c)(5) of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, is
acceptable, subject to the comments listed below.

Under the “Precautionary Statements” section, move the statements “Do not open...with

this collar” and the paragraph beginning “Do not use on puppies under . . .etc” to the

“Directions for Use” section of your label.

A stamped copy of the label is enclosed for your records. If you have any questions,
please call Dr. William Sproat of my team at 703-308-8587.

Sincerely,

George T. LaRocca

Product Manager 13
Insecticide Branch
Registration Division (7505C)

Enclosure




DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS
Kills Fleas and Ticks for up to 6 Months

LONG LASTING PROTECTION FOR UP TO 6 MONTHS
Kills Ticks (including deer ticks which may carry Lyme disease)

ALSO KILLS FLEAS
ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin 4.0%
[INERT INGREDIENTS 56.0%

Total 100,0%

CAUTION: Do Not Let Children Play With This Collar

See Insert or Side Panel for additional Precautionary Statements
See Back for additional Precautionary Stalements

Adjustable - One Size Fits All

EPA Reg. No. 68451-1 EPA Est. No. 68451-FRA-] NET CONTENTS: | Collar

NET WT. 0,9 oz
Distributed by:
Intervet Inc.
405 State Street
Millsboro, DE 19966
Product of France
MCCEPTED]|
AUG 20 203
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READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS
Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:
Do not open protective pouch uniil ready to use. Do not let children play with this collar,

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with skin, eyes, or clothimng. Wash
thoroughly with soap and water after handling,

Do not use on puppies under 12 weeks, Consult a veterinarian before using this product on debilitated, aged, pregnant, medicated, or
nursing animals, Sensitivities may occur after using ANY pesticide product for pets. If signs of sensitivify occur, remove collar and
bathe your pet with mild soap and rinse with large amounts of water. If signs continue, consult a veterinarian immediately.

FIRST AID

IF = Call a poison control center or doctor immediately for ireatment advice.
SWALLOWED: | ¢ Have person sip a glass of water if able to swallow.
» Do not induce vormiting unless told ta do so by a poison control center or doctor.
* Do not give anything by mouth to an unconscious person.

IF ON SKIN OR | * Take off contaminated clothing.
CLOTHING:: + Rinse skin immediately with plenty of water for 15-20 minutes.
« Call a poison control center or doctor for treatment advice.

IF IN EYES: * Hold eye open and rinse slowly and gently with water for 15-20) minutes. Remove contact lenses, if present,
after the first 5 minutes, then continue rinsing eye.
= Call a poison control center or doctor for freatment advice.

For incidents involving HUMANS, call 1-800-68(-2206
For incidents involving ANIMALS, call 1-800-548-2423
Have the product container or label with you when calling a poison control center or doctor, or going for freatment.

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Applying other
pesticides on the dog may not be necessary while the collar is being worn.

DIRECTIONS FOR USE: Tt 1s a violation of Federal law to use this product in a manner inconsistent with its labeling,

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using patented insecticide-release
technology. Maximum effectiveness may not occur for 2-3 weeks after collar placement. Fleas (Cienocephalides sp.) on the dog
will be killed and ones which are present in the dog’s environment that may appear on your pet will be killed. Collar will also kill
ticks for up to 6 months. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus), American dog tick
(Dermacentor variabilis) and deer ticks (xodes scapularis and Ivodes pacificus) which may carry the Lyme disease. This collar
should be womn continuously. Reapply a new collar every 6 months.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2 inches from the buckle and dispose of
excess length by wrapping in newspaper and placing in frash. The collar must be worn loosely so that two fingers may be placed
between collar and dog’s neck. Living and rest areas of pet must also be treated with appropriate pest control measures to ensure
control of pests. Wetting will not impair the collar’s effectiveness or the pet’s protection. If the dog goes swimming or is out in the
rain, it is not necessary to remave the collar. Deltamethrin 4% Collar may be used m addition to a lead or constraint collar. Use only
one Deltamethrin 4% Collar at a time.

STORAGE AND DISPOSAL: Store in original, unopened container, away from children Do not reuse container or used collar,
Digpose of in trash.

IMPORTANT NOTICE: DISCLAIMER

Read “IMPORTANT NOTICE: DISCLAIMER” before buying or using. If terms are not acceptable, return at once unopened,
INTERVET INC. warrants only that the product conforms to the chemical description on the label and is reasonably fit for the
purpose stated on the label when used in accordance with the directions under normal conditions of use. This warranty does not
extend to the use of this product contrary to label instructions or under abnommal conditions, or under conditions not reasonably
foreseeable to INTERVET INC., and user assumes the risk of any such use. INTERVET INC. MAKES NO OTHER WARRANTY,
EXPRESSED OR IMPLIED, INCLUDING ANY IMPLIED WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF
MERCHANTABILITY, In no case shall INTERVET INC. be liable for consequential, special, indirect or incidental damages
resulting from the use or handling of this product. The foregoing conditions of sale and warranty can be varied only by an agreement
in writing signed by a duly authorized representative of INTERVET INC.

Part No. XXXXX Universal Product Code Number (Bar Code) Product of France

Page ?of 2




Form Approvi MB No. 207 -

‘ United States Registration | OPP Identifier Number
Environmental Protection Agency v | Amendment
Washington, DC 20460 Other
Application for Pesticide - Section |

1. Company/Produet Number 2. EPA Product Managier 3. Proposed Classification
68451-1 George Larocca D Hons I:I Restricted
4, Company/Praduct (Nams) PM#

Deltamethrin 4% Collar
5. Name and Address of Applicant [fncfude Z/P Cods) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3)
Intervet Inc. {b}(i), my product is similar or identical in composition and labeling
405 State St; P.O. Box 318 et

Millsboro, DE 19966 EPA Biag. .

Section - Il

Amendment - Explain below. Final printed |abels in repsonse to
Agency lettar dated
Resubmission in response to Agency letter dated D "Mes Too™ Application.
Natification - Explain below. D Other - Explain below.

Explanation: Use additional page{s) if nacessary. (For section | and Section Ii.)
The purpose of this submission is to revise the storage and disposal statements for the Deltamethrin 4% collar label as required by PR Notice 2001-6,

Section - Il

1. Material This Product Will Ba Packaged In:

Child-Resistant Packaging Unit Packaging Water Solubla Packaging 2. Type of Cantainer
B Yos B Yeos B Yes Matal
Plestic
No No Ne | Glass
4 2 If "Yas" No. per If *Yes"” No. per Paper
artification must | (nir Packeging wgt. container | Packege wgt container Other (Spacify)
ubmitted J i
3. Location of Net Contents Information 4. Size(s) Retail Container 5, Location of Label Directions
L_,: Label [_l Container |:]
6. Manner in Which Label is Affixed to Product Lithograph D Other
Paper glued
Stenciled
Section - IV " 2
1. Contact Point (Complete itemns directly below for identification of individual to be contscted, if necessary, to process this application.]
Name Title Telephone No. {Include Area Code)
Mary K. Hagler Regulatory Specialist - Pharmaceuticals (302) 9344?.49 r » E "t 'E
Certification 64D :mfppacnm: ese
| certify that the statements | havs made on this form and all attachments thereto are true, sccurate and complate. :ﬁ’."m" e
| acknowledge that any knowlinglly false ar misleading statement may be punishable by fine or imprisonment or *  (Stampedl:**.
both under applicable law. . seesns
asse
2. Signature 3, Tide . .
LR RN
Regulatory Specialist - Pharmaceuticals - .
VAT S . NI
4. Typed Name O 5, Date

2003

Mary K. Hagler 204 %

EPA Form 8570-1 (Rev. 3-84) Previous editions are obsolets. White - EPA Fils Copy (original) Yellow - Applicant Copy
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(302) 934-4340

20 May 2003

Document Processing Desk (AMEND)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency -
Attn: George Larocca

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

RE: Deltamethrin 4% Collar
EPA Reg. No. 68451-1

Dear Dr. Larocca,

In accordance with PR Notice 2001-6, enclosed is an amendment of the disposal
instructions for the Deltamethrin 4% Collar label (EPA Registration # 68451-1) for your
review and approval.

On 14 March 2003, Intervet Inc. submitted an amendment for the First Aid statements
for the Deltamethrin 4% Collar label. This amendment is still under review at EPA. The
enclosed label includes the proposed First Aid statements from the amendment
submitted 14 March 2003 as well as the updated disposal statements.

A completed EPA Form 8570-1 is enclosed as well as a 3 copies of the draft label. The
proposed changes to the label are highlighted in yellow on each of the 3 copies.

Thank you in advance for your attention to this matter. Please contact me by phone
(302-934-4340) or e-mail (mary.hagler@intervet.com) should you have any questions.

Sincerely, ORTY
Mary K a@-gler ' sewns
Regulatory Specialist — Pharmaceuticals e % ¢ °
Intervet Inc. ——— o ells
Q.I’er seaee
Enclosure . e
Inrtr\eITn.c.
405 %
pO BasSE

Millsboro, DE 19966-0318
Tel. (302) 934-8051
FAX (302) 934-6087

7




PESTICIDE REGISTRATION ACTION TRACKING SYSTEM (PRAT)
CODING FORM

IN PROCESSING INFORMATION

Submission Bar Code:S¢3 (1 8/ ID Number: 6§45 - ) Action Code: 500

PM Team: O3 Reviewer:_(2 .5PgosT DueDate: 3/ /3 /| O3
Date on Application; S /20 | o3

EPA Received Date: S 1Al |l ox

PM Received Date: 5 /I R7/ 03

Chemical Code (1): Chemical

Chemical Ct;de (2): Chemical

Px:oposed Use:m_a&\l A 'M Q@'\ ‘\"\Q'(’{x

Description of Action:

Related Actions:

OUT PROCESSING INFORMATION

Response Code: Response Date: / /

75-Day Response: Yes No MOS: (1) Cite AR

CRP: Yes No (4) Not Applicable
Restricted Use Yes No (8) Selective
Exclusive Use: Yes No

Manufacturing Use: Yes No

Conditional Registration: Data Required

Guideline No. Due Date: / /
Guideline No. Due Date ! /
Comments:
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—
AKZO NOBEL

(302) 934-4340

14 March 2003

Document Processing Desk (AMEND)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Attn: George Larocca

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

RE: Deltamethrin 4% Collar
EPA Reg. No. 68451-1

Dear Dr. Larocca,
In accordance with PR Notice 2001-1, enclosed is an amendment of the First Aid
statements for the Deltamethrin 4% Collar label (EPA Registration # 68451-1) for your

review and approval.

A completed EPA Form 8570-1 is enclosed as well as a 5 copies of the draft label. The
proposed changes to the label are highlighted in yellow on each of the 5 copies.

Thank you in advance for your attention to this matter. Please contact me by phone
(302-934-4340) or e-mail (mary.hagler@intervet.com) should you have any questions.

Sincerely,

Mary K.alzlﬁer, MS %a/\

Regulatory Specialist — Pharmaceuticals

Intervet Inc. Lo,

Enclosure R
ey Clitaver

asdas e
eeses’ Intervet Inc.
405 Stagg Street
PO. BQL3L®
Milisbgro, DE 19966-0318
Tel. (302)0%-8051
FaX (389) 8%4.4292

9




P United States

7 Environmental Protection Agency v
Washington, DC 20460

Amendment

292637

Other
Application for Pesticide - Section |

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification

68451-1 George Larocca Duo,.. D Restricted
4. Company/Product (Name) PM#

Deltamethrin 4% Collar 0}
5. Name and Address of Applicant finclude ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c}(3)
Intervet Inc. (b){i), my product is similar or identical in compaosition and labeling
405 State St; P.O. Box 318 W

Millsboro, DE 19966 EPA-Heg: No.

D Check if this is a new address

Product Name o _
Section - il
j v I Amendment - Explain below. Final printed labels in repsonse to
Agency letter dated
Resubmission in response to Agency letterdated |:| "Me Too" Application.
Notification - Explain below. [:I Other - Explain below.
Explanation: Use additional page(s) if nec y. {For section | and Section Ii.)

The purpose of this submission is to revise the first aid statements for the Deltamethrin 4% collar label as required by PR Notice 2001-1.

Section - Il

1. Material This Product Will Bs Packaged In:

Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
B Yes Yes B Yes Metal
Plastic
L L No No i | Glass
: 5 If "Yeos™ No. per If "Yes" No. per Paper
* Certification must | it Peckaging wgt. container | Package wgt container Other (Specify)
,ubnumd '
. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
! Label I_I Container bﬂ
6. Manner in Which Label is Affixed to Product | | Lithograph Other
e, L
Stenciled
Section - IV
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)
Name Title Telephone Ng.*(hfefyde Area Code)
Mary K. Hagler Regulatory Specialist - Pharmaceuticals (302) 934-4340°°°
Certification 6. hate application
| certify that the statements | have made on this form and all attachments thereto are true, accurate and cgmpigtes Received
| acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonmentor o *. \Szamped)
both under applicable law, cevece <
2. Signeture 3. Tite = P
[A X XN *e
\_m a ll { | « .qﬂ%lm Regulatory Specialist - Pharmaceuticals - .
[ XXX ]
4. Typed Nﬂm}'} e 5. Date YivenT
Mary K. Hagler (4 Yo 200 3 SR

EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolete. White - EPA File Copy (original)  Yellow -14}plicant Copy



L0 Adngs zi. DMD No JSTOORAC

Py United States w ¥ Registration OPP Identifier Number
WEPA Environmental Protection Agency Amendment | - 29 2637
: . E ) Washington, DC 20480 Othar

Appiicstion for Pesticide - Saction |
4. Company/Product Number 2. EPA Product Managoer 3. Propossd Classification’
4. Company/Product (Name) - ' e S entrified
L Meme and Address of Applicant (inciude ZIP Code) . ' £. Expedited Mieew. In accordance with FIFRA !_ﬂ‘luﬂ 3{ci3)
ke oY - s . (b{i), my productis similar or identical in cafmgasesen and labeling
to:
EPA Reg. No.
DMkabamwaddgm Product MName
Sactios - |
D Amandment - Explain below. - ; -7 ' Final printed Iabals in treperse ik
L. 4 . Agency lstter dated .
Resubmission in response to Agency letter dated D "Me Too™ Application. -
Notificstion - Explain below. I:I Other - Explain s, / |

a

Explanation: Use sdditional paga(s) if necessary. (For section | and Section Ii.) J

Saction - Nl
1. Material This Product Will Be Baskassd In:
Child-Resistant Packaging | Unit Packaging Water 5o Packaging 2. Type of Container
Yes* Yes Y Meti
H N.l: B No - "No E‘I':::c
% san “?"sr :.flr:r;:;kawnp wgt, :‘:r'n.':ﬁ.r:cr ? :;; wgt xnt':rr:gr E:::: (Specify)
A 1
B lsssrces al Net Contemis Information 4, Gasin ac_d oty £, Losution of Lalei Thrwrtes
D Labsl D Container ’ . a mm accompanying product
6. Manner in Which Label is Affixed to Product T:!m:g& ﬁﬂlhw
A

. 2

Section - IV
1. Contact Point [Complete items diractly wsApe for idantification of individusl to &= contacted, if necesssry, to process this spplication.)

Namea . Title Telephone No. linclude Arsa Code)
,"' Certification 8. Date Application

| certify that the statements | Maws made on this form and all attachments thereto are trus, accurate and complete. Received

| acknowledge that any & ewadag ¥ false or misleading statement may be punishable by fine or imprisonmeant or (Stamped)

both under applicable law.
2. Signaturs 3. Title
4. Typed Name 5. Date

11

A Form BRT0:7 ey B84 Prwsisas aditions are tasakets. Whits - EPA Flls Copy (original) Yeliow - Applicant Copy




PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.85 hour per
response, including time for reviawing instructions, ssarching axisting data sources, gathering an maintsining the data needed, and completing and
reviewing the collsction of information. Send comyvients regarding the burden astimste of any other aspect of this collection of information, including
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136]), U.S. Environmantal Protection Agancy, 401 M Street, SW,
Washington, DC 20460,

INSTRUCTIONS: This form is to be used for all applications for new registration, end usa rersgistration, amendment, resubmission, to applicetions
for notifications, final pnmod labaling, reregistration, stc. In order to process an application for & new registration submitted on this form, the
following matsrisl must aocompany the application:

1., Centifioation with Respect to Citation of Data (EPA Form 8670-28). [If not exempted by 40 CFR 152.81 (b) (4));

2. Confidential Statement of Formula (EPA Form 8570-4);

3. Formuistor's Exemption Stetement (EPA Form 8570-271'

4, Five copies of draft labeling;

5. Three copies of any dats submitted;

8. Authorization latter where spplicabla:

7. Matrices where applicabls. - -

Submission of Labefing - Labaling should first ba submitted in tha form of draft labeis with sll applications for new registration. Such draft labals may be
in the lmm of typed label text on 8.5 x 11 inch paper for submission or 8 mockup of the proposeci label. If prepared for mockup, it should ba
construoted in & way as to facilitate storege in an 8.5 x 11 inch file. Mockup lebsls significantly smaller than 8.5 x 11 inches should ba mounted on 8.5
% 11 inch paper for submission.

Submission of Data - Data submitted in support of this application must be. submitted in-accordance with PR Notice BE-5,

: Ploase read the instructions listed below before compisting this application. First determine the type of registi w’
action, listed in Block A, for which you are submitting this epplication. For applications submitted in connection with New Registration sctions, Sectiors
I, I, and IV must be complated by the applicant. For applications submitted in connsction with amandsd raregistration actions, resubmissions,
notifications, reregistretions, etc., Sections |, Il, and IV must be completed by the applicant.

Elock A - Chack the appropriate action for which you are submitting this form.

SECTION | - This section must be completed, as applicabls, for ell ragistration actions.

1. Company/Product Number - Insert your Company Number, if ons has been assigned by EPA. This numbar mey have been assignad to you es &
basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number.

2. EPA Product Maneger - If known, fill in the name and PM number of the EPA Product Manager. -

3. Proposed Classification - Speoify the proposed classification of this produet.

4, Product Nama - Enter the complete product name of this pesticide as it wili appear on the labsl. The name must be specific 1o this product only.
Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations.

5. Nama and Address of Applicant - The names of the firm or psrson and address shown in your applicetion is the person or firm to whom the
registration will be issued. If you are acting in behalf of ancother party, you must submit authorization from that party 1o act for them in registration
matters. An applicant not residing in the United States must have an authorized agent residing in the United States 1o act for them in all ?
registration matters. The name and complete mailing address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited review of applications for registration, or amendments to elmmg rngutratmns
that are similar or identical to other pesticide products that are currently registered with the EPA. in order for your applicetion to be eligible for
expeditad review, you must provide ug with the EPA Registration Number and product name of the product you believa is similar to or identical
your product. The product must be similar or identical in both formulation and labeled uses.

SECTION 0l - This saction must be complated for all applications submitted to amend the registration only of 8 currently registersd product

Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printad Isbeling, for

reregistration and for any ather sction that pamuna ‘to a specific EPA-reqgisterad product. This section is not to be used for & naw applicstion for

registration.

1. Subject of submission - Check the appliceble block and provide the Agency letter date if appropriste. Provide a brief explenation of the purposais)
for the lubrunmﬂ. such ez "the addition of a site, pest or crop (specify)™; "amend the Confidential Statement of Fommlt by..."; "reregistration
submission”; "general Iabel revision of use directions.” Attach & neplrnlc page if additional space is nseded. ~

SECTION I (Packaging and Container Information) - This Section must ba completed for all applications submitted in connection with new
registration or applieable amendmaents,
1. Type of Packaging - Check the appropriate block if your product will be packaged in the indicated packaging types.
Indicate the size of the individual packets and numbaer per retail container.
2. Typa of Ratall Container - Indicate type of container in which product will be marketed.
3. Location of Net Contents - indicate the location of the net contents information for your product.
4, Size(s) of Retail Container - Specify the net contents of all reteil containers for your product,
5. Location of Use Dirsctions - Indicate the location of the use directions for your product,
6. Manner in which label is affixed to product - Indicated the methad product lebel is attached to retail contsinsr.

SECTION IV (Contact Point) - This Section must be completed for sll spplications for Registration ections, i.e., new products registration,
resubmission, "me-t00," reragistration, atc.

1-5. Seif-axplanatory.
8. EPA Uss Only.
12




3 ! . 5
e - £ United States
SEPA

'Environmental Protection Agency
' Washington, DC 20480 :

Heglstrat]on - OFf Identifier Number
Amendment

Other 29 353 7
Applicavion for Pesticide - Sectilin | - o —
2. EPA Product Manager 2. Proposed Claesification

— Tk Rostiictad
> B ey

8. Expedisid Review. In accordance with FIFRA Sscycm 3(c)(3) |
(b)i), my product is similar or identical in compositon e aleling |

! CosspanyFroduet Messe

4. Company/Product [hlsmw) PMF

%, Name and Address uf_AppioIM finclude ZIP Cods) *

i ¢

to: -
. EPA Reg. No.
DMF%&IMWW_ : - | Pyeduct Nama
Section - Il
D Amendment - Explain below. Final printed labais in nesoned & T Y
Agency letter dated

Resubmission in response to Aﬁonéy letter dated .

D Other - Explain Bebew.

"Me Too" Application. - 4

Notification - Explain below. .

Explanation: Use additional pagats) if necessary. (For section | and Section il.)

Section - Il
1. Material This Product Will Bs Fe=taged In: :

Child-Resistant Packaging | Unit Packaging Water Solullls Packaging 2. Type of Container
H Yes* Yes Tes | Metal
/ Plastic
No No . __] No Glass
if "Yes" No. per Yas" No. per Paper
&=t must Unit Packeging wgt. container wgt container Other (Specify) -
!

3. Lozamion of Net Conteinis Information

. Location af Laksi Dhrsatione

4. Blrwie) ﬂ;uﬁ Cumtsinar

D Lebel D Container

On Label

On Labeling accompanying product

€. Manner in Which Label is Affixed to Product

Lithageonh
Peayan

U Other

Stanwiled
Section - IV
1. Contact Point [Compflete items directly selow for identification of individusl to be contacted, if necessary, fo pre=es= this application.)

Name Title Telephone Na. llno{udo Area Code)
Certification 6. Date Application

| centify that the sistamunts | have made on this form and &ll attachments thereto are trus, accurats and complete. Received

| acknowledge that any knkwirigly false or misleading statement may be punishable by fine or imprisonment or (Stamped)

both under applicable law
2. Signature 3. Title
4. Typed Name 5. Date e

13
—— ——

e e —— e —
£¥A Form 8570-1 {Rev. 8-94) Pinvikks editions are obsolete.

Whit - EPA Flle Copy (originall

.
Yeliow - Applicant Copy _ J
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS
PAPERWORK REDUCTION ACT NOTICE: ' Public reporting burden for this collection of information is estimated to average 0.85 hour por

reaponss, including time for reviewing instructions, searching sxisting data sources, gathering amd maintaining the data needed, and completing and
raviewing ths collection of information. Send:comvants regarding the burden estimats or any ather mspsct of this callection of information, including
suggestions for reducing this burden, 10 Chief, Information Policy Erunch. {21386), U.S. Environmental Protection Agency, 401 M Straet, 8W,
Washington, DC 20480.

INSTRUCTIQNS: Thie form is to be used for all applications for new registration, end use reragistration, smendment, resubmission, to applications
for notifications, finai printed labeling, reregistration, etc. In order to process an application for & naw rmmnuon submirtted on this form, the
following, mnnrid must sccompany the application:

1. Certification with Respect to Citation of Data (EPA Form 8570-29). [If not nxemp!ad by 40 CFR 152.81 (b} (4));

2, Confidentis! Statement of Formula (EPA Form 8570-4); ~

3. Formulator's Exemption Statement (EPA Form 8570-27);

4, Five copies of draft labeling;

5. Thres copiss of any date submitted:

6. Authorization lstter where applicable:

7.. Matrices where wlicqbll.

Submission of Labaling - Lebsiing should first be submitted in the form of draft labels with all applications for new registration. Such draft lsbsis mey ba
In the form of typed lebel text on 8.5 x 11 inch paper for submission or a mockup of the proposec label, If prepared for mockup, it should be
constructed in & way a8 to facilitete storage in an 8.5 x 11 inch ﬁ'ld. Mockup labels significantly smaller than B.S x 11 inches should be mounted on 8.5
¥ 11 inch paper for submission.

Submission of Data - Data submitted in support of this spplication must be whmmsd in accordance with PR Notice 86-5,

PECIFIC INSTR IONS: Please read the instructions listed below before complating this application. First determine the type of mp'riuli.
action, listed in Bloek A, for which you are submitting this application. For applicstions submitted in connection with New Registration actione, Sactions
i, lll, and IV must be completed by the applicant. For applications submitted in connection with amended rersgistration sctions, resubmissions,
notifications, rersgistrations, etc., Sections [, Il, and IV must bs completed by the applicant,

Block A - Chack ths appropriate action for which you sre submitting this form.

SECTION 1| - This section must be completed, as applicable, for ell registration actions.

1. Company/Product Number - insert your Company Number, if one has been assigned by EPA. This numbar may have been assigned 1o you as a
basic registrant, a distributor, or es an establishment., If your product is registered, insert the Product Number.

2. EPA Product Manager - If known, fill in the nama and PM number of the EPA Product Manager.

3. Proposed Clessificetion - Specify the proposed classification of this product.

4, Product Nams - Enter the complete product neme of this pesticide as it will sppear on the lIabel. The name must be specific to this product only.
Duplication of names is not parmitted among products of the ssme company. Do not include sny brand name or company line designations.

5. Name and Address of Applicant - The name of the firn or person and eddress shown in your applicstion is the person or firm 1o whom the
registration will be issued. If you are acting in behslf of another party, you must submit authorization from that perty to act for them in registration
matters. An applicant not rasiding in tha United States must have an authorized agent residing in the United States 10 sct for tham in all
registration matters. Tha nama and complete mailing address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expadited review of applications for registration, or amendments to existing registrations,
that era similar or identical to other pesticide products that sre ourrently registared with the EPA. In ordar for your application to be sligible for
expaedited review, you must provide us with the EFA Registration Number and product name of the product you believe is similar to orwq
your product. The product must be similer or identical in both formulation and labeled uses.

SECTION || - This section must be completed for sll applications submitted to emend the registration only of a currendy registersd product

{Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for

reregistration and for any other action that pertains 1o a specific EPA-reqistered product. This section is not 1o ba used for a new application for

registration.

1. Subject of submission - Check the eppliceble block end provids the Agency latter date if appropriate. Provide a brief explanation of the purpose(s)
for tha submission, such sg "the addition of a site, past or crop (specify)”; “smand tha Confidential Statement of Formula by..."; "rerepistration
submission™; “general label revision of use directions.” Attach a separate page if additional space is nesded.

SECTION Ml (Peckaging and Container Information) - This Section must ba completed for all applications submitted in connection with new
regietration or applisable amendments.
1. Type of Packaging - Check the appropriate block if your product will be packaged in the indicated packeging types.
Indicate the size of the individual packets and number per retail container.
. Typs of Rutall Contalner - indicate type of containar in which product will bs marketed.
. Location of Net Contents - indicate the location of the net contents information for your product.
. Sizeis) of Retail Comainer - Specify the net scontents of all retail containars for your produet.
s Location of Uss Directions - Indicate the location of the use directions for your product.
. Menner in which labal s affixed to product - Indicsted the method product label in attached to retail container.

;A s LN

SECTION IV (Contact Point) - This Section must be compieted for all applications for Ragistration sctions, i.s., new products ragistration,
resubmission, *me-100," reregistration, eltc.

1-E. Self-explanatory.
8. EPA Usa Only.
14




Farm Approve 70-0080 -28-
- United States Registration | OPP Idantifier Number
N7 Environmental Protection Agency . Amendment
Washington, DC 20460 v | Other
Application for Pesticide - Section |
1. Compeany/Proeduct Number 2. EPA Product Manager 3. Proposed Classification
Intervet Inc./68451-1 - George Larocca ' DNOM ]:I Reatricted
4. Company/Product (Name) PM#
Intervet Inc./ Deltamethrin 4% Collar
5. Name and Address of Applicant {inc/ude ZIP Codel 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3)
Intervet Inc. {b)(i), my product is similar or identical in composition and labeling
405 State St.; P.O. Box 318 ue
N ; Reg. No.
Millsboro, DE 19966 Eex HeguND
Check if this is & new address Product Name
_ Section - 1l :
|:| Amendment - Explain below. ; Final printed labels in repsonse to = :
Agency latter dated ____NDM_
Resubmigsion in response to Agency letterdated I:I "Me Too"” Application.

Notification - Explain below.

- ificati i D Other - Explain below. - m 2 9 2002

Explanation: Use addmunnl page(s) if necessary. (For section | and Section I1.)

Label Revision: Revision of marketing claim per PR Notice 98-10 (see attached draft |abel for proposed changes). This nofification is consistent with the
provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46 , and no other changes have been made to the labeling or the confidential statement of
formula of this product. | understand that it Is a violation of 18 U.S8.C. Sac. 1001 to willfully make any false statement to EPA. | further understand that if this
notification is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and | may be subject to
enforcement action and penalties under sections 12 and 14 of FIFRA.

Section - Il
1. Material This Product Will Bs Packaged In: '

; Child-Resistant Packaging Unit Packaging Watc;r Soluble Packaging 2. Type of Container
: B Yes B Yas Yes Metal
! S - : Plastic
: No No No ! [ Glass
| P E ; If "Yes No. per If "Yos" No. per Paper
i ) Cortification must | it Packaging wgt. container | Packa i i
| i d ge wgt container Other (Spacify)
,! . submitted ane : ‘
' 3. Location of Net Contents Information 4. Size(s) Retsil Container 5. Location of Lebel Directions
[_J Label L] Container E
6. Menner in Which Label is Affixed to Product Lithograph [] other .
Papar Fluad
Stenciled
Section - IV

1. Contact Point {Complete items directly below for identification of individusl to be contacted, if necessary, to procass this qo‘:ﬁcati‘:n.l
Name ; . Title . Telephane ™ Tlrt:[uda Area Code)
; Mary K. Hagler Regulatory Specialist - Pharmaceuticals (302) 934-4340
! _ Certification 8. Date Applicatione « o
i | certify that the statements | have made on this form and all attachments therato ara true, accurate and complets. i 300"“" e e
g | acknowledge that any knowlinglly faise or mlsie-dmg statement may be punishable by fine or imprisonmant or . WStampuﬂ“ .
i bath under applicable law. o ek J
| ] [ I |

2. Signature 3. Title A AR A

. : - LA N X B
_@\g&# Regulatory Specialist - Pharmaceuticals _ T

‘ - e [ ]
i 4, Typed Nmo . Date es. o
| Mary K. Hagler QAL Yok 200 & e e’ %
| - o

T e VT
EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolete. White - EPA File Copy ([original) \'OIIoJ OApphicant Copy



Paperwork Reduction Act Notice and Enstructions - ’

Paperwork Reduction Act Notice; Public reporting burden for this collection of information is estimated to average 0.85 hour per response,
including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the
collection of information. Send comments regarding the burden estimate or any other aspect of this collection of information, including suggestions for

reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, Washington, D.C. 20460.

Instructions: This form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications for
notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the following material
must accompany the application:

Certification with Respect to Citation of Data (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 (b) (4)];
Confidential Statement of Formula (EPA Form 8570-4);

Formulator’s Exemption Statement (EPA Form 8570-27);

Five copies of draft labeling;

Three copies of any data submitted;

Authorization letter where applicable;

Matrices where applicable.

SR Lh s Rettb R o

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels may be in
the form of typed label text on 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 x 11 inch paper for
submission, '

Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5,

Specific Instructions: Please read the instructions listed below before completing this application. First determine the type of registration action, Iistecl.
in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Sections I, I1I, and IV must

be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, notifications, reregistrations, etc.,
Sections I, II, and I'V must be completed by the applicant.

Block A - Check the appropriate action for which you are submitting this form.,

Section I - This section must be completed, as applicable, for all registration actions.

1: Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a basic
registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number.

2. EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager.

3. Proposed Classification - Specify the proposed classification of this product. ; :

4, Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only.
Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations.

3. Name and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm to whom the registration

will be issued. If you are acting in behalf of another party, you must submit authorization from the party to act for them in registration matters. An
applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all registration matters. The
name and complete mailing address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 3(c) 3(b) provides for expedited review of applications for registration, or amendments to existing registrations,

- that are similar, or identical to other pesticide products that are currently registered with the EPA. In order for you application to be eligible for .
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical to
your product. The product must be similar or identical in both formulation and labeled uses,

Section II - This section must be completed for all applications submitted to amend the registration only of a currently registered product (Amendment), for

a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for reregistration and for any other

action that pertains to a specific EPA-registered product. This section is not to be used for a new application for registration.

il Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s)
for the submission, such as “the addition of a site, pest or crop (specify)”; “amend the Confidential Statement of Formula by . . . ; “reregistration

submission™; “general label revision of use directions.” Attach a separate page is additional space is needed.
[ ] L]

e & o )

Section III (Patkibing and Container Information) - This Section must be completed for all applications submitted in connection with new

registration or applicable amendments.

1 Type of Packaging - Check the appropriate block if your product will be packaged in the indicated packagmg types. Indicate the size of the individual
22 * Yackets andhumber per retail container.

2. Type of Rétai] Chntainer - Indicate type of container in which product will be marketed.

3. s0e :d_ncanon of Net Eontents - Indicate the location of the net contents information for your product.

4 %ee Size(s) oi Reta# Container - Specify the net contents of all retail containers for your product.

5. ee . docationof thedse Directions - Indicate the location of the use directions for your product.

6. * o » ¢ Manner in which label is affixed to product - Indicated the method product label is attached to retail container.

(XX X
Section IV (C'onta& Point) - This Section must be completed for all applications for Registration actions, i.¢., new products registration,
resubmission, “me-teo,’” seregistration, etc
1-5. Self-explanatorpe o
6. EPA Use only
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NOTIFCATION
MAR 29 2002

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS
=»Kills Fleas and Ticks for up to 6 Months €

LONG LASTING PROTECTION FOR UP TO 6 MONTHS
Kills Ticks (including deer ticks which may carry Lyme disease)

ALSO KILLS FLEAS
ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin 4.0%
INERT INGREDIENTS 96.0%
Total 100.0%

CAUTION: Do Not Let Children Play With This Collar

See Insert or Side Panel for additionsl Precautionary Statements
-> ck for additional Precautio tements €=

Adjustable — One Size Fits All

EPA Reg. No, 68451+1 EPA Est. No. 68451-FRA-1 NET CONTENTS: 1 Collar

NET WT. 0.9 oz
Distributed by:
Intervet Inc.
405 State Street
Millsboro, DE 19966
Product of France
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READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

Deltamethrin 4% Caollar provides full season, up to 6§ months protection against fleas and ficks.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:

Do not open protective pouch until ready to use, Do not let children play with this collar.

Harmful if swallowed or absorbed through skin. Causes moderate eye imritation. Avoid contact with skin, eyes, or clothing. Wash
thoroughly with soap and water after handling.

Do not use on puppies under 12 weeks, Consult a veterinarian before using this product on debilitated, aged, pregnant, medicated, or
nursing animals. Sensitivities may occur after using ANY pesticide product for pets. If signs of sensitivity occur, remove collar and
bathe your pet with mild scap and rinse with large amounts of water. If signs continue, consult a veterinarian immediately.

FIRST AID

IF SWALLOWED: Call a physician or peison control center. Do not induce vomiting or give anything by mouth to an unconscious
person,

IF ON SKIN: Wash with plenty of soap and water. Get medical attention.

IF IN EYES: Flush eyes with plenty of water, Call a physician if irritation persists,

EMERGENCY PHONE NUMBERS:

FOR HUMAN, FIRE, ENVIRONMENTAL: 1-800-228-5635, ext. 1321
FOR ANIMALS: 1-800-345-4735

Collar is intended for use only as an insecticide generator and is not to be taken intermally by man or animals, Applying other
pesticides on the dog may not be necessary while the collar is being worn.

DIRECTIONS FOR USE; It is a violation of Federal law to use this product in 2 manner- inconsistent with its labeling,

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using patented insecticide-release
technology. Maximum effectiveness may not occur for 2-3 weeks after collar placement. Fleas (Crenocephalides sp.) on the dog

will be killed and ones which are present in the dog's environment that may appear on your pet will be killed. *® Collar will also kill
ticks for up to 6 months. € Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus), American dog tick
(Dermacentor variabilis) and deer ticks (fxodes scapularis and Ixodes pacificus) which may carry the Lyme disease. This collar
should be womn continuously. Reapply a new collar every 6 months.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2 inches from the buckle and dispose of
excess length by wrapping in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed
between collar and dog’s neck. Living and rest areas of pet must also be treated with appropriate pest control measures to ensure
control of pests, Wetting will not impair the collar’s effectiveness or the pet’s protection, If the dog goes swimming ar is out in the
rain, it is not necessary to remove the collar. Deltamethrin 4%Collar may be used in addition to a lead or constraint collar. Use only
one Deltamethrin 4% Collar at a time,

STORAGE AND DISPOSAL: Store in original, unopened container, away from childlren. Do not reuse container or used collar,
Wrap in newspaper and put in trash.

IMPORTANT NOTICE: DISCLAIMER

Read “IMPORTANT NOTICE: DISCLAIMER™ before buying or using. If terms are not acceptable, refurn at once unopened.
INTERVET INC. warrants only that the product conforms to the chemical description on the label and is reasonably fit for the
purpose stated on the label when used in accordance with the directions under normal conditions of use. This warranty does not
extend to the use of this product contrary to label instructions or under abnormal conditions, or under conditions not reasonably
foreseeable to INTERVET INC., and user assumes the risk of any such use. INTERVET INC. MAKES NO OTHER WARRANTY,
EXPRESSED OR IMPLIED, INCLUDING ANY IMPLIED WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF
MERCHANTABILITY. In no case shall INTERVET INC. be liable for consequential, special, indirect or incidental damages
resulting from the use or handling of this product. The foregoing conditions of sale and warranty can be varied only by an agreement
in writing signed by a duly authorized representative of INTERVET INC.

Part No, XXXXX
Universal Product Code Number (Bar Code)

Product of France %e, 9 Dd" &
)\ Marth 208
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AKZO NOBEL

(302) 934-4340
21 March 2002

Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Dear EPA Notification Reviewer:

Please find enclosed a notification, per PR Notice 98-10, of minor label changes to the
Deltamethrin 4% Collar label (EPA Registration #: 68451-1; Intervet Inc., Company #:
54382). The label was previously approved per EPA letter dated 17 November 1998 and
modified via notification dated 21 Dec 2001.

1. The following text, consistent with statements on page 2 of the label, is being added
to page 1 of the label:

Kills Fleas and Tick for up to 6 months

2. The following statement is being added to page 1 of the label:
See Back for additional Precautionary Statements

2. The following statement is being added to page 2 of the label:

Collar also kills ticks for up to 6 months.

A completed EPA Form 8570-1 is enclosed as well as a copy of the proposed label. The
proposed changes of the label are underlined, highlighted and bracketed with arrows
(= €). In accordance with the PR notice, a stamped self-addressed envelope with note
card identifying the notification and EPA Registration number is enclosed and we request
confirmation of the acceptability of the proposed changes.

Thank you in advance for your attention to this matter. Please contact me by phone (302-
934-4340) or e-mail (mary.hagler@intervet.com) should you have any questions.

Sincerely,

”!’Y\a, “qugf‘a, ——
Mary K. Hegler, MS ntervet

Regulatory Specialist — Pharmaceuticals

Intervet Inc.
Intervet Inc.
Enclosure 405 State Street
PO.Box 318

Millsboro, DE 19966-0318
Tel. (302) 934-8051
FAX (302) 931—9292




Form Ap)

= Unitad States Registration | OPF !dentifier Number
WEA Environmental Protection Agency Amendment
Washington, DC 20460 v | Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3, Proposed Classification
Intervet Inc./68451-1 George Larocca Dﬂm' D Reatricted
4. Company/Product (Namas) PM#
Intervet Inc./ Deltamethrin 4% Collar
5. Name and Address of Applicant (include Z/P Cads) 6. Expadited Reveiw. In accordance with FIFRA Section 3(c)(3)
Intervet Inc. {b)(il, my product; is similar ar identical in composition and labeling
405 State St; P.O. Box 318 -
Millsboro, DE 19966 RN Reik. o,
Check if this Is 2 new addrass Product Name
Section - Il
I:I Amendmaent - Explain below. Finel printed labels in repsonss to
Agency lattar dated
‘:l Resubmisslon In rasponse to Agency letterdated D *Me Too" Application,
@ Notification - Explain below, 2 ' D Other - Explain below.

Explanation: Use additional page(s) if necessary, (For ssction | snd Section I1.)

Label Revislon; Revision of marketing claim per PR Notice 8810 (see attached draft label for proposed changes). This notification Is consistant with the
provisions of PR Notice 88-10 and EPA regulations at 40 CFR 152.48 , and no other changes have been made to tha labaling or tha confidential statsment of
formula of this product, | understand that it is a violation of 18 U.S.C, Sec. 1001 to willully meke any false statement to EPA. | further understand that If this
notification is not consistent with the terms of PR Notice 88-10 and 40 CFR 152.46, this praduct mey ba in violation of FIFRA and | may be subjact to
enforcement action and penalties under sections 12 and 14 of FIFRA,

Section - Il

1. Material This Product Will Bs Packagsd in:

Child-Rasistant Packsging | Unit Packaging Water Soluble Packeging 2. Type of Container

Yeo Yes Yes Matal
No No No I gll ::c

- If "Yos" No. per If *Yas"™ No. per Paper
‘;'C:'bﬁuﬂon mMust | nic Packaging wgt. container | Package wgt | contairier . Other (Specify)
3. Locetion of Net Contents Information 4. Size(s) Reteil Container 5. Location of Label Directions
I_I Label ) u Containar
8. Manner in Which Label is Affixad ta Product Lithograph [] other .
Paper giuad
Stanciled
Section - IV
1, Contact Point (Complete items diractly below for identification of individusl to be contacted, if nacessary, to process this application.]
Name Title . : Telephone No. (include Area Code)
Mary K. Hagler Reguiatory Spacialist - Pharmacauticals (302) 9344340
Certification 8. Date Application
[ certify that the statements | have made on this form and all attachmenta thersto ars true, sccurate and complets, Recaived
| ascknowledga that any knowlinglly felsa or misieading statement mey be punishable by fine or imprisonment or (Stamped)
both under applicable law. i
4. Signature 3. Tite
]
% ] ~ ul S -
mow. .4\(:.%0 f\u,— Regulatory Speciallst ?han-rmceutlcala
4. Typed Name~/ J 6. Date '
Mary K. Hagler el W\df\ 200 ol

%
EPA Form B570-1 (Rev. 3-84] Previous aditions are pb-ohn. ) VWhite - EPA Flle Copy (originel) Yallow - Applicant Copy




United States Registration
o~
wEPA Environmental Protection Agency Amendmant
Washington, OC 20480 v | Other

Application for Pesticide - Section |

1. Company/Product Number 2. EPA Product Managar 3. Proposed Classification
Intervet Inc./68451-1 George Larocca Dmm I:] Reatricted
4. Compsny/Product (Nams) PME
Intervet Inc./ Deltamethrin 4% Collar
5. Name and Address of Applicant fincluds ZIP Cod's) 6. Expadited Reveiw. In accordance with FIFRA Section 3(c)(3)
Intervet Inc. {b)il, my product is similar ar identical in compaosition and labeling
405 State St.; P.O. Box 318 -
L - N L
Millsboro, DE 19966 kPhfieg-Na
Chack if this is # new sddrass Product Name
Section - Il
l:] Amendmeant - Explain below. Final printisd labels in repsonse to
Agency lafter dated
‘:’ Resubmission in response to Agency letterdated D “Ma Too" Application,
IX Notification - Explain helow. D Other - Exjplain below.

Explanation: Use additional pagels) if necessary, (For section | and Seation II.)

Label Revislon: Revision of marketing claim per PR Notice 98-10 (see attached draft label for proposed changes). This notification Is consistent with the
provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152,46 , and no other changes have baen mads to the labsling or the confldential statement of
formula of this product. | understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. | further understand that If this
notification Is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.48, this product may be In viclation of FIFRA and | may be subject to
enforcement action and penalties under sections 12 and 14 of FIFRA,

Section - lll
1. Material This Product Will Bs Packagad bn:
Child-Rasistant Packsging | Unit Packaging Water Soluble Packaging 2. Type of Container
Yeu You You Matal
' Plastic
No No No [ Glass
It *Yes* No. per If *Yau" No, per Paper
.' Certification must | \¢ packaging wat. conteiner | Package wgt container Other (Spacify)
be submitted :
3. Location of Net Contents Infarmation 4. Sizels) ﬂ.llll Container 5. Location of Label Directions
I_l Label [_l Container
8. Manner in Which Label is Affixed to Product Lithograph (] other .
Paper Fhud
Stenciled
Section - IV
1. Centact Paint (Complete jtema directly below for identification of individusl to be contacted, if nacessary, to process this spplication.)
Name Titls Telephana No, (Includs Ares Code)
Mary K. Hagler Regulatory Specialist - Pharmacauticals (302) 934-4340
Certitication 8. Date Application
| esrtify that the statements | have made on this form and ell attachmants thareto are tnue, accurate and complate. Recaived
| mcknowlsdgs that any knowlinglly falss or misleading statement may be punighabls by fine or imprsonmant or lStlmpodl
both under applicable law.
2. Signature 3. Tide

MY s Kol Regulatory Speciallst - Pharmuceuticals
i o S

4. Typed Nmu 5. Date

Mary K. Hagler A Ik 200 QL
21

EPA Form 8570-1 (Rav. 3-84| Previous aditions are obsolete. White - EPA Fils Copy IOHGI!I!T_ Yallow - Appleant Copy




DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

=>Kills Fleas and Ticks for up to 6 Months €
LONG LASTING PROTECTION FOR UP TO 6 MONTHS

Kills Ticks (including deer ticks which may carry Lyme disease)

ALSO KILLS FLEAS
ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin 4.0% -
INERT INGREDIENTS 96.0%
Total 100.0%

CAUTION: Do Not Let Children Play With This Collar

See Insert or Side Panel for additional Precautionary Statements
= See Back for additional Precautionary Statements €=

Adjustable — One Size Fits All

EPA Reg. No. 68451-1 EPA Est. No. 68451-FRA-] NET CONTENTS: 1 Collar
NET WT. 0.9 oz

Distributed by:

Intervet Inc.

405 State Street

Millsboro, DE 19966 L]

Product of France

?agc,‘ of 2
D\ Murdn @%3&




READ ENTIRE LABEL BEFORE EACHUSE
USE ONLY ON DOGS

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:

Do not open protective pouch until ready to use. Do not let children play with this coller.

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with skin, eyes, or clothing, Wash
thoroughly with soap and water after handling.

Do not use on puppies under |2 weeks, Consult a veterinarian before using this product on debilitated, aged, pregnant, medicated, or
nursing animals, Sensitivities may occur after using ANY pesticide product for pets. 1f signs of sensitivity occur, remove collar and
bathe your pet with mild soap and rinse with large amounts of water. [f signs continue, consult a veterinarian immediately.

FIRST AID

IF SWALLOWED: Call a physician or poison control center. Do not induce vomiting or give anything by mouth fo an unconscious
person,

IF ON SKIN: Wash with plenty of soap and water.  Get medical atiention,

IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists.

EMERGENCY PHONE NUMBERS:

FOR HUMAN, FIRE, ENVIRONMENTAL: 1-800-228-5635, ext. 132
FOR ANIMALS: 1-800-345-4735

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Applying other
pesticides on the dog may not be necessary while the collar is being worn.

DIRECTIONS FOR USE: It is & violation of Federal law to use this product in a manner inconsistent with its labeling.

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using patented insecticide-release
technology. Maximum effectiveness may not occur for 2-3 weeks after collar placement. Fleas (Ctenocephalides sp.) on the dog
will be killed and ones which are present in the dog's environment that may appear on your pet will be killed. "% Collar will also kill
ticks for up to 6 months. € Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus), American dog tick
(Dermacentor variabilis) and deer ticks (Ixodes scapularis and Ixodes pacificus) which may curry the Lyme disease. This collar
should be worn continuously. Reapply a new collar every 6 months.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2 inches from the buckle and dispose of
excess length by wrapping in ncwspaper and placing in trash. The collar must be worn looscly so that two fingers may be placed
between collar and dog’s neck. Living and rest areas of pet must also be treated with appropriate pest control measures to ensure
control of pests. Wetting will not impair the collar's effectiveness or the pet's protection. If the dog goes swimming or is out in the
rain, it is not necessary to remove the collar, Deltamethrin 4%Collar may be used in addition to a lead or constraint collar. Use only
one Deltamethrin 4% Collar at a time.

STORAGE AND DISPOSAL; Store in original, unopened container, away from children. Do not reuse container or used collar.
Wrap in newspaper and put in trash.

IMPORTANT NOTICE: DISCLAIMER

Read “IMPORTANT NOTICE: DISCLAIMER" before buying or using. If terms are not acceptable, retum at once unopened.
INTERVET INC. warrants only that the product conforms to the chemical description on the label and is reasonably fit for the
purpose stated on the label when used in accordance with the directions under normal conditions of use. This warranty does not
extend to the use of this prodiict contrary to label instructions or under abnormal conditions, or under conditions not reasonably
foreseeable fo INTERVET INC., and user sssumes the risk of any such use. INTERVET INC, MAKES NO OTHER WARRANTY,
EXPRESSED OR IMPLIED, INCLUDING ANY IMPLIED WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF
MERCHANTABILITY. In no case shall INTERVET INC. be liable for consequential, special, indirect or incidental damages
resulting from the use or handling of this product. The foregoing conditions of sale and| warranty can be varied only by an agreement
in writing signed by a duly authorized representative of INTERVET INC.

Part No. XXXXX
Universal Product Code Numbér (Bar Code)

Product of France ‘gﬂ\ﬁl@ c; Dj’ Q
O\ raeeh 2503
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(302) 934-4340
21 March 2002

Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Dear EPA Notification Reviewer:

Please find enclosed a notification, per PR Notice 98-10, of minor label changes to the
Deltamethrin 4% Collar label (EPA Registration #: 68451-1; Intervet Inc., Company #:
54382). The label was previously approved per EPA letter dated 17 November 1998 and
modified via notification dated 21 Dec 2001.

1. The following text, consistent with statements on page 2 of the label, is being added
to page 1 of the label:

Kills Fleas and Tick for up to 6 months

2. The following statement is being added to page 1 of the label:
See Back for additional Precautionary Statements

2. The following statement is being added to page 2 of the label:

Collar also kills ticks for up to 6 months.

A completed EPA Form 8570-1 is enclosed as well as a copy of the proposed label. The
proposed changes of the label are underlined, highlighted and bracketed with arrows
(= €). In accordance with the PR notice, a stamped self-addressed envelope with note
card identifying the notification and EPA Registration number is enclosed and we request
confirmation of the acceptability of the proposed changes.

Thank you in advance for your attention to this matter. Please contact me by phone (302-
934-4340) or e-mail (mary.hagler@intervet.com) should you have any questions. , .

Sincerely,

m o———_ "°3°:

Mary K. gler MS %ﬂb Cmtervet” @ -

Regulatory Specialist — Pharmaceuticals R T

Intervet Inc. e o sesee
Interved énce Teeer

Enclosure 405 $pie Siteet
; PO. Bgx 318

M|rrsb0m Ok 19966-0318

Tel. (302)*4-8051

FAX (302) 934-4292

24




MAY-14-2602 ©8:47 VIRBAC CORP. 8178312878 P.82-82

yped) Form Approved Approval Expirss 1-31-08
Unitod States Environmental Protection Agency
Office of Pesticide Programs (H7505C) AESCHT
401 M Street SW LY A B
Washington, DC 20460 -

Notice of Supplemental Distribution of a Registered Pesticide Product
Instructions
After a registrant has obtained final registration for the basic product, the registrant may then supplementally
distribute his/her product. One form must be submitted for each distributor product and must be signed by the
distributor invoived. The basic registration number and the distibutor company number must ba shown.

If a registrant has a potential distributor who does not have a company number assigned, sha/he should have the
distributor apply, on letterhead stationary, to the Registration Division t have a nurmber assigned prior to submitting
this form to the agency.

This Notice of Supplemental Distribution must be submitied by the basic ragistrant. The completed form must have
| the eoncurrence andmgn_amofbomme@gis&antandmwmubr
EPA Registration Number of Product [ Distibutor Company Number

g 68451-1¢ O 2382
Note: Do not submit distributor product labels
Name of Registerad Product (basic produdt name accepted by EPA) Distributor Product Name

Deltamethrin 4% Collar Preventef-D Flea & Tick Collar for Dogs Yas” 3

Name and Address of Distributor (Type: Inciude ZIF ¢ode)

Virbac AH, Inc. .

PO Box 162059 i B sttete

Fort Worth, TX 76161 P %" | Sesere
Read All Conditions Before Signing E-':' ...::

1. The distributor product must have the same composition as the basic product, ..:. Teeee

2. The distributor product must be manufactured and packaged by the same person who manufactures and p&:kagés

the registered basic product.

[

. The labeling for the distributor product must bear the same claims as the basic product, provided, howeverfﬂ'lat-
specific claims may be deleted if by doing $0, no other changes to the label are necessary.

. The product must remain in the manufacturer's unbroken container,

. The label must bear the EPA registration number of the basic preduct, followed by a hyphen and the distributor's
company humber.

. Distributor product labels must bear the name and address of the distributor qualified by such terms as “packed
for ...." distributed by..."; or sold by..." to show that the name is not that of the manufacturer.

7. All conditions of the basic registration apply equally to distributor products. It is the responsibility of the basic

registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product.

Distributor

D s

e intend to m#rket our product under the Distributor Product Name spacified above, subject & the conditions specified on this Notica.
Signature and Titke of Digtributor Date

"~ Registrant

(mm:mmsmwmmmymmmmuummwmmnwm subjact to the conditions specified on

Date
/ Zlha ks Ul Magq 2002
Wmmu_{mw ‘ fa2.3.002_

TOTAL P.@2
25




Please Read Al Instructions Before Comple

ofPesF’rngraITls (H7505C) = 9-?"‘\"[[ A

401 M Street SW v
SEPA Loy A :
\7 Notice of Supplemental Distribution of a Registered Pesticide Product

Instructions

After a registrant has obtained final registration for the basic product, the registrant may then supplementally
distribute his/her product. One form must be submitted for each distributor product and must be signed by the
Distributor involved. The basic registration number and the distributor company number must be shown.

If a registrant has a potential distributor who does not have a company number assigned, she/he should have the
| distributor apply, on letterhead stationary, to the Registration Division to have a number assigned prior to submitting
this form to the agency.

This notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have
the concurrence and signature of both the registrant and the distributor.

EPA Registration Number of Product Distributor Company Number
4 684511¢ 9 4758
. Note: Do not submit distributor product labels Dol
Name of Registered Product (basic product name accepted by EPA) Distributor Product Name o
Deltamethrin 4% Collar Adams Delta Force Tick Collar for Dogs
. -l i
Name and Address of Distibutor ~ (Type; include ZIP code) S "::::
Pet Chemicals :.:..‘ codles
P.O. Box 18993 . e
Memphis, TN 38181 .::::

Read All Conditions Before Signing

The distributor product must have the same composition as the basic product.

The distributor product must be manufactured and packaged by the same person who manufactures and packages

the registered product.

‘The labelling for the distributor product must bear the same claims as the basic product, provided, however, that

specific claims may be deleted if by doing so, no other changes to the label are necessary.

The product must remain in the manufacturer's unbroken container.

5 The label must bear the EPA registration number of the basic product, followed by a hyphen and the distributor's
company number.

6. Distributor product labels must bear the name and address of the distributor qualified by such terms as "packed
for.."., "distributed by..."; or "sold by..." to show that the name is not that of the manufacturer.

7. All conditions of the basic registration apply equally to distributor products. It is the responsibility of the basic

registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product.

—=

Distributor
We intend to market our product under the Distributor Product Name specified above, subject to the conditions specified on this Notice.
Signature and Title of Distributor Date
—-_L-(.D:h Bill Washburn, Product Development
CD%LLQM-‘--— & Regulatory Affairs Manager 9/28/01
Registrant

| agree that the distributor named above may distribute and sell the Distributor Product specified above, subject to the conditions specified on
this Notice.

Signature and Title of Registrant Date
j@ S. Lee Whaley, Manager, Regulatory

Affairs — Pharmaceuticals / { March 42002

EPA Form 8570-5 (Rev.2. Previous editions are obsolete.

1N QB
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‘ o—f‘- Intervet Inc.

zelefax Transmittal . P&%e‘ [ 7 405 State Street
over sheet P.O. Box 318
AKZO NOBEL Millsboro, DE 19966

—_— (302) 934-8051

February 14, 2002
7...pages including cover sheet.

PERSON TO: COMPANY/DEPT TO: FAX NUMBER:
Mrs. Linda Arringion U.S. Environmental Protection Agency 703-305-6920
PERSON FROM: COMPANY/DEPT FROM: FAX NUMBER:
S. Lee Whaley, MS tervet Inc. Fax: 302-834-4209
. IrgRrveLInc.. Phone: 302-934-4385
Manager, Regulatory Affairs — Regulatory Affairs
Pharmaceuticals

I-..

RE: Deltamethrin 4% Collar — EPA Registration #68451-1 (Notification Submitted 21 Dec 2001)
Dear Mrs. Arrington:

As we discussed today, please find attached two EPA letters (both dated 14 March 2001) regarding the
change of name and ewnership of company numbers 68451 and 54382 from Hoechst Roussel Vet to
Intervet Inc. Both company numbers now refer to:

intervet Inc.
405 State Street, P.O. Box 318
Millsbaro, DE 19966-0318.

As we discussed, Intervet Inc. is the primary registrant of Deltamethrin 4% Collar (EPA Registration
#68451-1) and, as such, ltem 1 of the Form 8570-1 Notification submitted 21 December 2001 should
have referenced “68451-1" instead of “54382/68451-1". | apologize for any confusion this may have
caused. Thank you once again for the notification acknowledgement sent on 14 January 2002. Please
feel free to contact me should you have any further questions.

Sincerely,

S. Lee Whaley, MS

Manager, Regulatory Affairs — Pharmaceuticals
intervet Inc.

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE INDIVIDUAL OR ENTITY TO WHICH IT IS
ADDRESSED, AND MAY CONTAIN PROPRIETARY INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
EXEMPT FROM DISCLOSURE UNDER APPLICABLE LAW. IF YOU ARE NOT THE ADDRESSEE, YOU ARE
HEREBY NOTIFIED THAT ANY DISSEMINATION, DISTRIBUTION, OR COPYING OF THIS COMMUNICATION IS
STRICTLY PROHIBITED. IF YOU HAVE RECEIVED THIS COMMUNICATION IN ERROR, NOTIFY US
IMMEDIATELY BY TELEPHONE (COLLECT), THANK YOU.

i e—
—m——— =

28
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! NITED STATES ENVIRONMENTAL PROTECTION AGENCY
(7 3 | WASHINGTON, D.C. 20460
| - March 14, 2001
Mr., Bryan Gathagan
Vice President, Information & OFFICE OF
Control - PREVENTION, PESTICIDES AND
In¥ervet, Inc. TOXIC SUBSTANCES
405 State Street, PO Box 318
Hillsboro, DE 19966-0318
Dear Mr. Gathagan:
Subject: Change of Name and Ownarship of Company Number 68451
. Pursuant to your letter and agreement of February 7, 2001,
we have approved the change in name and cwnership of Hoechst-

Roussel Vet, company number 68451.

Qur records are being amended to show the registrént and
Agent under company number 68451 as follows: y

1, | Intervet, Inc.
i 405 State Street; PO Box 318
Milleboro, DE 19966-0318

Authorized Representative: | Bryan Gathagan
' . (302) 934-8051

The effective date of this change is the date of this

. letter.

You should indicate the new company designation, new EPA
Registration Number and new Establishment Number (if it has
changed) on the labeling at the next printing which should occur
no later than 18 months after the effective date of this
transfer. After 18 months, any product released for shipment
must bear the new Registration Number and Establishment Number. .
If you intend to use the labels which currently appear on the
transferor's product after the effective date of the transfer,
but within the 18 month grace period, you must maintain complete
and accurate records which identify by batch number, lot number,
or other suitable description the quantities of such product
bearing the transferor’'s label. Each container or package
bearing the transferor's label which is released after the
effective date of product registration transfer, must be clearly
and accurately marked with the batch number, lot number or other
descriptive designation used to identify the product in your
records. ‘

Recycled/Racyclable « Printed with Vegetabie OF Basod nks on 100% Recycled Pagar (40% Postconsumen) 29
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Supplemental distribution agreements of registered products
do not transfer with the Section 3 registration. It is your
responsibility as the registrant to notify any and all
supplemental distributors of the transferred product(s) of this
transfer agreement. If you wish to enter into supplemental
distribution agreements of your product(g) under this new
registration, the form "Notice of Supplemental Distribution of a
Registered Pesticide Product," EPA Form 8570-5, must be submitted
to the Agency for each supplemental distributorship.

You are required to contact your local EPA Regional Office
to determine what effect this transfer of pesticide registrations
has on the pesticide production establishment registration,

It will not be necessary to submit labeling for review if
the only changes are in the company designation and the EPA

. Registration Number. Other changes in the product and/or
labeling may require EPA review and approval prior to initiation.

In any correspondence on these producta always refer to the U.S.

EPA Registration Number listed above.

The transferred registration will have the same status under
the Federal Insecticide, Fungicide and Rodenticide Act, as
) amended, 7 USC 136 et seq., as it had prior to the approval of
Lo this transfer.

When registratione are transferred from one company to a
second company, all restrictions, data requirements, conditions
(suspensions), and deadlines existing on the registrations are
transferred with the registrations. The new company is
responsible for adhering to or complying with all such
restrictions, etc. on the acquired products.

. In regard to deadlines, the transferee company is
responsible for submitting all required data according to the
schedules already established for the acquired products. Failure
to do so will result in the issuance of a Notice of Intent to
Suspend. Refuests from transferee companies for additional time
to submit, because they acquired the registration(s) after the
3(c) (2) (B) request was issued will not be granted. If a
transferee company has other valid reasons for delays in the
testing which were clearly outside of their control, then such
requests for time extensions will be considered in accordance
with the established procedures. Transfers occurring while a
3(c) (2) (B) request is being issued or during the 950-day response
time are subject to the same conditions expressed above.

Registration is in no way to be construed as an endorsement
or approval of these products by the Agency. In order to protect
e health and the environment, the Administrator, on his motion, may
& at any time suspend or cancel the registration of a pesticide in
accordance with FIFRA.

30
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Furthermore, the transfer of the subject registrations is
approved under the condition that the annual waintenance fee
obligation has been fully satisfied. The marginal maintenance
fee is determined based solely on the total number of active
gection 3 and section 24(c) registrations held by the transferor.
If the annual maintenance fee has not been fully satisfied, the
tranaferee and transferor will be notified to comply within a
specified time period or the affected registrations may be
canceled.

By copy of this letter we are informing the transferor of
these changes. If you have any questions about this transfer
approval please contact me at (703) 305-6474.

Sincerely,

Qoo Aotad

Donna G. Parker

Information Management Specialist
Information Services Branch

Information Resources & Services Div. (7504C)

cc: Mr. Brett Whitehead
Vice President of Animal Health Business Unit
Hoechat -Roussel Vet
Perryville Corporate Park; PO Box 4010
Clinton, NJ 08805-4010
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

g%htwf March 14, 2001

Mr. Bryan Gathagan
Vice President, Information & OFFICE OF
Control PREVENTION, PESTICIDES AND

In¥ervet, Inc. TOXIC SUBSTANCES
405 State Street, PO Box 318
Hillsboro, DE 19966-0318

Dear Mr. Gathagan:

Subject: Change of Name and Ownership of Company Number 54382

Pursuant to your letter and agreement of February 7, 2001,
we have approved the change in name and ownership of Hoechst-
Roussel Vet, company number 54382,

Our records are being amended to show the registrant and
Agent under company number 54382 as follows:

Intervet, Inc.
405 State Street; PO Box 318
Millesboro, DE 19966-0318

Authorized Representative: Bryan Gathagan
- (302) 9534-8051

The effective date of this change is the date of this
letter.

You should indicate the new company designation, new EPA
Regigtration Number and new Establishment Number (if it has
changed) on the labeling at the next printing which should occur
no later than 18 months after the effective date of this
transfer. After 18 months, any product released for shipment
must bear the new Registration Number and Establishment Number.
If you intend to use the labels which currently appear on the
transferor's product after the effective date of the transfer,
but within the 18 month grace period, you must maintain complete
and accurate records which identify by batch number, lot number,

or other suitable description the gquantities of such product
bearing the transferor's label. Each container or package
bearing the tranaferor's label which is released after the
effective date of product registration transfer, must be clearly
and accurately marked with the batch number, lot number or other
descriptive designation used to identify the product in your
records.

Hecycled/Recyclable = Printed with Vegatabie O Based Inks on 100% Rocytied Paper [40% Posiconsumer) 32
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¥ Supplemental distribution agreements of registered products

f do not transfer with the Section 3 registration. It is your

H responsibility as the registrant to notify any and all
supplemental distributors of the transferred product (s) of this
transfer agreement. If you wish to enter into supplemental
distribution agreements of your product (s) under this new
registration, the form "Notice of Supplemental Distribution of a
Registered Pesticide Product," EPA Form 8570-5, must be submitted
to the Agency for each supplemental distributorship.

You are required to contact your local EPA Regional Office
to determine what effect this transfer of pesticide registrations
has on the pesticide production establishment registration.

It will not be necessary to submit labeling for review if
' the only changes are in the company designation and the EPA
. Registration Number. Other changes in the product and/or
labeling may require EPA review and approval prior to initiation.
In any correspondence on these products always refer to the U.S.
EPA Registration Number lisgted above:

The transferred registration will have the same status under
the Federal Insecticide, Fungicide and Rodenticide Act, as
amended, 7 USC 136 et mseqg., as it had prior to the approval of
this transfer. ‘

When registrations are transferred from one company to a
second company, all restrictiona, data requirements, conditions
(suspensionsg), and deadlines existing on the registrations are
transferred with the registrations. The new company is
responsible for adhering to or c¢omplying with all such
restrictions, etc. on the acquired producta.

. In regard to deadlines, the transferee company is
regponsible for submitting all required data according to the
schedules already established for the acquired products. Failure
to do so will xesult in the issuance of a Notice of Intent to
Suspend. Requests from transferee companies for additional time
to submit, because they acquired the registration(s) after the
3(c) (2) (B) request was issued will not be granted. If a
transferee company has other valid reasons for delays in the
testing which were clearly outside of their control, then such
requests for time extensions will be considered in accordance
with the established procedureg. Transfers occurring while a
3(e) (2) (B) request is being issued or during the 90-day response
time are subject to the same conditions expressed above.:

Registration is in no way to be construed as an endorsgement
or approval of these products by the Agency. In order to protect
health and the environment, the Administrator, cn his motion, may
at any time suspend or cancel the registration of a pesticide in
accordance with FIFRA.

N
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.Furthermore, the transfer of the subject registrations is
approved under the condition that the annual maintenance fee
obligation has been fully satisfied. The marginal maintenance
fee is determined based solely on the total number of active
section 3 and section 24(c) registrations held by the transferor.
If the annual malntenance fee has not been fully satisfied, the
transferee and transferor will be notified to comply within a

specified time period or the affected registrations may be
canceled.

By copy of this letter we are informing the transferor of
these changes. If you have any questions about this transfer
approval please contact me at (703) 305-6474.

Sincerely,

B VS A/ WA

Donna G. Parker

Information Management Specialist
Information Services Branch

Information Rescurces & Services Div. (7504C)

ce: Mr. Brett Whitehead

Vice President of Animal Health Business Unit
Hoechst-Roussel Vet

Perryville Corporate Park; PO Box 4010
Clinton, NJ 08809-4010
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-~ United States Registration QPR toantifisr Nundan
g-’EPA Environmental Protection Agency Amendment
Washington, DC 20460 v | Other
Application for Pesticide - Section |
1. Company/Product Numbar 2. EPA Product Manager 3. Proposed Classification
EEe¥/68451-1 George Larocca D" Ehe D Restioted
4. Company/Product (Nama) PM#

Intervet Inc./ Deltamethrin 4% Collar
6. Neme and Address of Applicant (lnclude ZIP Cadel

6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3)
{b}{i), my product is similar or identical in compaosition and labeling

Intervet Inc. %

405 State St.: P.O. Box 318 :

Millsboro, DE 19966 EPA RS- B9
Check if this is & new address Product Name

preton HOTIFICATION

Final printed labsls in repsonse ta

D Amendment - Explain below. [ I
Agency letter dated ___JAN 1. 4_2992
D *Me Too" Application.

D Qther - Explain below.

Resubmission in response to Agency letter datad

Notification - Explain below.

Explanation: Use additional pagels) if necessary. (Far section | and Section II.)

Notification of minor changes to the label front panel, per PR Notice 98-10 (see attached draft label for proposed changes). This notification is consistent with
the provisions of PR Notice 98-10 and EFA regulations at 40 CFR 152,46 , and no other changes have been made to the labeling or the confidential statement
of formula of this product. | understand that it is a violation of 18 U.8.C. Sec. 1001 to willfully make any false statement to EPA. | further understand that if this
notification is not consistent with the terms of PR Notice $8-10 and 40 CFR 152.48, this product may be in violation of FIFRA and | may be subject to

enforcement action and penalties under sections 12 and 14 of FIFRA.

Section - I

1. Material This Product Will Ba Packagad In:
Child-Rasistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
B Yeos B Yes B Yes Matal
Plastic
No No No | Glass
iz If "Yes” No. per If "Yas" No. per Paper
omﬁc_atmn must Unit Packaging wgt. container Package wgt container Other (Spaecify)
ubmitted !

3, Location of Nat Contents Information 4. Size(s] Ratail Container 5. quatinn of Label Directions

L_ Label L__J Container
€. Manner in Which Labal is Affixed to Product || Lithograph D Othar
Papar glued
Stenciled

Section - IV
1. Contact Point (Complete items directly below for identification of individuel to be contacted, if necessary, to process this application.)

Name Title Telephone No. {Include Area Code)
S. Lee Whaley Manager, Regulatory Affairs - Pharma (302) 9344385
W []
Certification 6. PAte Applicstion
I certify that the stataments | have mada on this form and all attachmants thereto are trus, aiccurate and complata, oﬂa“”‘“d
| acknowladge that any knowlinglly falss or misleading statemant may be punishabla by fine or imprisonmeant or - 'lﬂampldl
both under appliceble law. 5
ol
2. Signature 3. Titde E' ., : = . .
M % 2% Manager, Regulatory Affairs - Pharmaceuticals gagrne
sen - as
W el L
N 5 D t e L .: e
4. Typed Name _ - Lara . ssens
S. Lee Whaley D ber 0'2 / sees
A Decem 00 e

EPA Form 8570-1 {Rev. 3-84) Previous editions are absolets. White - EPA File Copy (original) E.wty Applicant Copy




DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS ACCEPTED

ACTIVE INGREDIENT:
Deltamethrin

INERT INGREDIENTS
Total

with COMMENTS
in EPA Letter Dated

NOV 17 1998

Under the Federal Iusecticide,
Fungicide, and Rodenticide Act
ac amended, for the pesticide
registered under EPA Heg. No.

LBHST — |

Percentage by Weight
4.0%

96.0%
100.0%

CAUTION: Do Not Let Children Play With This Collar

See Side Panel for additional Precautionary Statements

EPA Reg. No. 68451-1 EPA Est. No. 68451-FRA-1

Hoechst Roussel Vet SA
102 route de Noisy
93235 Romainville, France

NET CONTENTS: 1 Collar

NE'}"_})YT 1.10z

LA LN

e @
[ ] * @
page 1 of Jse o
20 May 1998
36



READ ENTIRE LABEL BEFORE EACH USE

USE ONLY ON DOGS

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:

Do not open protective pouch until ready to use. Do not let children play with this collar.

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with skin, eyes, or
clothing. Wash thoroughly with soap and water after handling.

Do not use on puppies under 12 weeks. Consult a veterinarian before using this product on debilitated, aged, pregnant,
medicated, or nursing animals. Sensitivities may occur after using ANY pesticide product for pets. If signs of
sensitivity occur, remove collar and bathe your pet with mild soap and rinse with large amounts of water. If signs
continue, consult a veterianarian immediately.

FIRST AID
IF SWALLOWED Call a physnt:lan or po:son control center. Dsinl : 5 d
: - inger- Do not mduce vommng or gwe anythmg by

mouth to an unconscmus person
IF ON SKIN: Wash with plenty of soap and water. Get medical attention.
IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists.

EMERGENCY PHONE NUMBERS:

FOR HUMAN, FIRE, ENVIRONMENTAL:
1-800-228-5635, ext. 132
FOR ANIMALS: 1-800-345-4735, EXT. 104

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals.
Applying other pesticides on the dog may not be necessary while the collar is being_ womn.

DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a manner inconsistent with
its labeling.

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using patented
insecticide- release technology. Maximum effectiveness may not occur for 2 —3 weeks after collar
placement. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dog’s
environment that may appear on your pet will be killed. Collar will kill ticks including Brown dog tick
(Rhipicephalus sanguineus), American dog tick (Dermacentor variabilis) and deer tick (Jxodes sp.) which
may carry the Lyme disease. Collar kills and repels mosquitoes (dedes aegypti) and prevents them .
feeding. This collar should be worn continuously. Reapply a new collar every 6 mont!@;‘ v we :a
. L]
Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approxxmato B mches &n
the buckle-and dispose of excess length by wrapping in newspaper and placing in trash. e collar mlis; be
worn loosely so that two fingers may be placed between collar and dog’s neck. Living ggg ;gst areas"qﬂgqt‘
must also be treated with appropriate pest control measures to ensure control of pests. We&tmﬁ will not
impair the collar’s effectiveness or the pet’s protection. If the dog goes swimming or is’0ut'if the ram, 1tds
not necessary to remove the collar. Deltamethrin 4% Collar may be used in addition to a lead or consteaine *
collar. Use only one Deltamethrin collar at a time. te.
ad ®
page 2 of 3
20 May 1998
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STORAGE AND DISPOSAL: Store in original, unopened container, away from children. Do not reuse
container or used collar. Wrap in newspaper and put in trash.

IMPORTANT NOTICE: DISCLAIMER

Read "IMPORTANT NOTICE: DISCLAIMER" before buying or using. If terms are not acceptable,
return at once unopened. HOECHST ROUSSEL VET S.A. warrants only that the product conforms to the
chemical description on the label and is reasonably fit for the purpose stated on the label when used in
accordance with the directions under normal conditions of use. This warranty does not extend to the use of
this product contrary to label instructions or under abnormal conditions, or under conditions not reasonably
foreseeable to HOECHST ROUSSEL VET S.A., and user assumes the risk of any such use. HOECHST
ROUSSEL VET S. A MAKES NO OTHER WARRANTY, EXPRESSED OR IMPLIED, INCLUDING
ANY IMPLIED WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF
MERCHANTABILITY. In no case shall HOECHST ROUSSEL VET S.A. be liable for consequential,
special, indirect or incidental damages resulting from the use or handling of this product. The foregoing
conditions of sale and warranty can be varied only by an agreement in writing signed by a duly authorized
representative of HOECHST ROUSSEL VET S.A.

The Hoechst Name and logo are registered trademarks of Hoechst AG.
© 1998 HRV S.A.
Part No. XXXXX

Universal Product Code Number (Bar Code)
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NOTIFICATION
JAN 1 4 2002

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

sl LONG LASTING PROTECTION FOR UP TO 6 MONTHS  dfe——
sl Kills Ticks (including deer ticks which may carry Lyme disease) et

mm—— ALSO KILLS FLEAS e ———
ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin 4.0%
INERT INGREDIENTS 96.0%
Total 100.0%

CAUTION: Do Not Let Children Play With This Collar

—'—’-See Insert or Side Panel for sdditional Precautionarv Statements
el Adiustable ~ One Size Fits All e

EPA Reg, No. 68451-1 EPA Est. No. 68451-FRA-1 NET CONTENTS: 1 Collar
NET WT. 0.9 oz

Distributed by:
[ntervet Inc.

405 State Street
Millsboro, DE 19966

Product of France

Page | of 2

21 Dec R00)
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READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:

Do not open protective pouch until ready to use. Do not let children play with this collar.

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with skin, eyes, or clothing,. Wash
thoroughly with soap and water after handling.

Do not use on puppies under 12 weeks. Consult a veterinarian before using this product on debilitated, aged, pregnant, medicated, or
nursing animals. Sensitivities may occur after using ANY pesticide product for pets. If signs of sensitivity occur, remove collar and
bathe your pet with mild soap and rinse with large amounts of water. If signs continue, consult a veterinarian immediately.

FIRST AID

IF SWALLOWED: Call a physician or poison control center. Do not induce vomiting or give anything by mouth to an unconscious
person.

IF ON SKIN: Wash with plenty of soap and water. Get medical attention.

IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists.

EMERGENCY PHONE NUMBERS:

FOR HUMAN, FIRE, ENVIRONMENTAL: 1-800-228-5635, ext. 132
FOR ANIMALS: 1-800-345-4735

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Applying other
pesticides on the dog may not be necessary while the collar is being worn.

DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using patented insecticide-release
technology. Maximum effectiveness may not occur for 2-3 weeks after collar placement. Fleas (Crenocephalides sp.) on the dog
will be killed and ones which are present in the dog’s environment that may appear on your pet will be killed. Collar will kill ticks
including Brown dog tick (Rhipicephalus sanguineus), American dog tick (Dermacentor variabilis) and deer ticks (Ixodes scapularis
and Ixodes pacificus) which may carry the Lyme disease. This collar should be worn continuously. Reapply a new collar every 6
months.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2 inches from the buckle and dispose of
excess length by wrapping in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed
between collar and dog’s neck. Living and rest areas of pet must also be treated with appropriate pest control measures to ensure
control of pests. Wetting will not impair the collar’s effectiveness or the pet’s protection. If the dog goes swimming or is out in the
rain, it is not necessary to remove the collar. Deltamethrin 4%Collar may be used in addition to a lead or constraint collar. Use only
one Deltamethrin 4% Collar at a time.

STORAGE AND DISPOSAL: Store in original, unopened container, away from children. Do not reuse container or used collar.
Wrap in newspaper and put in trash.

IMPORTANT NOTICE: DISCLAIMER

Read “IMPORTANT NOTICE: DISCLAIMER” before buying or using. If terms are not acceptable, return at once unopened.
INTERVET INC. warrants only that the product conforms to the chemical description on the label and is reasonably fit for the
purpose stated on the label when used in accordance with the directions under normal conditions of use. This warranty does not
extend to the use of this product contrary to label instructions or under abnormal conditions, or under conditions not reasonably
foreseeable to INTERVET INC., and user assumes the risk of any such use. INTERVET INC. MAKES NO OTHER WARRANTY,
EXPRESSED OR IMPLIED, INCLUDING ANY IMPLIED WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF
MERCHANTABILITY. In no case shall INTERVET INC. be liable for consequential, special, indirect or incidental damages
resulting from the use or handling of this product. The foregoing conditions of sale and warranty can be varied only by an agreement
in writing signed by a duly authorized representative of INTERVET INC.

Part No. XXXXX
Universal Product Code Number (Bar Code)
Product of France

Q1 Dec o')00140
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AKZO NOBEL

(302) 934-4385
21 December 2001

Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504C)

U.S. Environmental Protection Agency SUTTHCATION
Room 266A, Crystal Mall 2 SN _
1921 Jefferson Davis Highway vad 142002

Arlington, VA 22202-4501
Dear EPA Notification Reviewer:

Please find enclosed a notification, per PR Notice 98-10, of minor label changes to the
Deltamethrin 4% Collar label (EPA Registration #: 68451-1; Intervet Inc., Gempany—#:
~54382). The label was previously approved per EPA letter dated 17 November 1998.

1. The following text, consistent with statements on page 2 of the label, are being
added to page 1 of the label:

LONG LASTING PROTECTION FOR UP TO 6 MONTHS
Kills Ticks (including deer ticks which may carry Lyme disease)
ALSO KILLS FLEAS

2. The following statement is being added to page 1 of the label:

Adjustable — One Size Fits All

3. The statement, “See Side Panel for additional Precautionary Statements” is revised
to read:

“See Insert or Side Panel for additional Precautionary Statements”

Note also that the net wt. is being revised from 1.1 oz. to 0.9 oz. to better reflect the weight
of the collar.

A completed EPA Form 8570-1 is enclosed as well as a copy of the proposed label. The
proposed changes to page 1 of the label are underlined, highlighted and bracketed with
arrows (= €). Note that there are no changes to page 2 of the label. In accordance with
the PR notice, a stamped self-addressed envelope with note card identifying the notification
and EPA Registration number is enclosed and we request confirmation of the acceptability
of the proposed changes.

Thank you in advance for your attention to this matter. Please contact me by phone (302-
934-4385) or e-mail (lee.whaley@intervet.com) should you have any questions.

Sincerely, E"':'
! .-'——'--..._H_
o o Vol e
S. Lee Whaley, MS . steee
Manager, Regulatory Affairs — Pharmaceuticals :'-,:- :"":
Intervet Inc. Intervepine. o T
405 State 568t seeee
PO. Box 318 .
Enclosure Milsboro, DE 1996619 h8 ®
Tel. (3 9248051

FAX (3B 4-4292

E...:.41




Please Read All instructions Before Completing this Form [Farm must be typed) Form Approved. OMB No. 2070-0044. Approval Expires 1-31-95

ey United Statfs a_q 3Q q' 5

Pe ) Environmental Protection Ag
A EPA Office of Pesticide Programs (7505C)
\’ Washington, DC 20460
Notice of Supplemental Distribution of a Registered Pesticide Product

Instructions

After a registrant has obtained final registration for the basic product, the registrant may then supplementally
distribute his/her product. One form must be submitted for each distributor product and must be signed by the
distributor involved. The basic registration number and the distributor company number must be shown.

If a registrant has a potential distributor who does not have a company number assigned, she/he should have the
distributor apply, on letterhead stationery, to the Registration Division to have a number assagned prior to submitting
this form to the agency.

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have
the concurrence and signature of both the registrant and the distributor.

EPA Ragistration NumElef of Product Distributor Company Number
EPA Reg. Noil 68451-1 ¢ 54382 7

Note: Do not submit distributor product labels

Name of Registered Product (basic product name accepted by EPA] Distributor Product Name
Deltamethrin 4% Collar Deltamethrin 4% Collar

a and Address of Distributor [Type, include ZIP code)

Hoechst Roussel Vet
30 Independence Blvd,, Box 4915
Warren, NJ 07059

Read All Conditions Before Signing

1. The distributor product must have the same compaosition as the basic product.
2. The distributor product must be manufactured and packaged by the same person who manufactures and packages
the registered basic product.
3. The labeling for the distributor product must bear the same claims as the basic product, provided, however, that
specific claims may be deleted if by doing so, no other changes to the label are necessary.
4. The product must remain in the manufacturer's unbroken container.
The label must bear the EPA registration number of the basic product, followed by a hyphen and the distributor's
_ caompany number. s

6. Distributor product labels must bear the name and address of the distributor qualified by such terms as "packed
for...”, "distributed by..."; or "sold by..." to show that the name is not that of the manufacturer.
7. All conditions of the basic registration apply equally to distributor products. It is the responsibility of the basic
registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product.

[] []
Distributor :ouoo .

We intend to market our product under the Distributor Product Name specified above, subject to the conditions specified on, e Ngtfce.
ssee

Signature and Title of Distributor 5 : vene D‘ate .
Jane Kingett, Registration Specialist (%,z. %ﬂﬁzt R *9, Ot 1998
\_ e ARRS 3 [ X ]

—

L] L P
Registrant e i
seene ]

{ agree that the distributor namsd above may distribute and sell the Distributor Product specified above, subject to the condrronaspamﬁed on this

Notice. . o ee
Signetwre\andTitle 3 Regisfrant Agent for Hoechst Roussel Vet S.A. Date 9.9(_‘,&:.1998
John J, Lauber, Manager, Product Reg.
1 7
EPA Formr8570-5 (Rev. 8-94) Previous aditions are obsolete. 190-2.6:4¢ White - EPA

U5, GPO: 199T417-4T261208




YIRS W T WG SO P
Plgasw-aad All Instructions Before Completing this Form [Form must be fyped] Form Approved. OMB No. 2070-0044. Approval Expires 8-31-87

United States

P - Environmental Protection Agency S 'y

., EPA f Office of Pesticide Pragrams (7505C) y 47 =

\’ Washington, DC 20460 \ ;
Notice of Supplemental Distribution of a Registered Pesticide Product

Instructions

After a registrant has abtained final registration for the basic product, the registrant may then supplementally
distribute his/her product. One form must be submitted for each distributor product and must be signed by the
distributor involved, The basic registration number and the distributor company number must be shown.

If a registrant has a potential distributor who does not have a company number assigned, she/he should have the
distributor apply, on letterhead stationery, to the Registration Division to have a number assigned prior to submitting
this form to the agency.

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have
the concurrence and signature of both the registrant and the distributor.

EPA Registration Number of Product Distributor Company Number
q b%451-) ¢ =3 275§\
Note: Do not submit distributor product labels
Nama of Registered Product (basic product name accepted by EPA) DistnbLLt‘or Product Me
DELTAMETE AL NNHHOM
AMeTN 4% AR, i i e o

Name and Addrass of Distributar (Type; include ZIP coda)

HAPRY AmUc \NE sene
?o E)U# 41‘.‘) veern

oW Ay 2SY Sou™
SMOW AL

NOLT CARouNA 2R85B0 i st
Read All Conditions Before Signing A TRX
. [ ]
L A}
1. The distributor product must have the same composition as the basic product. :::::-
2. The distributor product must be manufactured and packaged by the same person who manufactu;q,ﬁ l;;lﬂd packages
the registered basic product. ‘eene’
.13. The labeling for the distributor product must bear the same claims as the basic product, provideq,. pm&ver, that
specific claims may be deleted if by doing so, no other changes to the label are necessary. b
P The product must remain in the manufacturer's unbroken container.
5. The label must bear the EPA registration number of the basic product, followed by a hyphen and the distributor's

company number.
6. Distributor product labels must bear the name and address of the distributor qualified by such terms as "packed
for...","distributed by..."; or "sold by..." to show that the name is not that of the manufacturer.
7. All conditions of the basic registration apply equally to distributor products. It is the responsibility of the bas:c
registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product.

Distributor
We interfd to Wgarket our product under the Distributor Product Name specified abova, subject to the conditions spacified on this Notice.

Title of Digtributor . . Dato
i, QM——— Sene Qﬁgw@ Gnsucianer  Mhred 30, 291

Sighature ang

Registrant

Date
7 Sy Specinlss 03 Ll o/
EPA Form#570-5 (Rev. 8-94) Previous editions are obsolete, q. 5. 2,00 | w'}[g - EPA

* U8 GPO: 1986-396-820/20418




The anntial ?éSQopdent buiden for the Notice vt Supplorme

Ty

Paperwork Reduction Act Notice

Qisirtbuuo‘n of a Regrsterﬂd

Pesticide Product is estimated.to averag® 15 minutes per response, inciuding time for
reviewing. the instructions, searching existing - ata sources, gathering and maintaining the

\ dataneeded, and campieting:and reviewing the imformation. “Send comments regarding this
burdén, to Chifet, Tiformation Polféy Bfanch, 2136, U.S. Environhentat Protection Agency,
401 M. Street, S.W., Washingten; DC 20460; and to Paperwork Reduction Project (OMB No.
2070-0044}, Office of Management and Budget; Washitigton, 'DC 20503, Marked "Attention

Desk Officer for EPA."
/ f I b
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY %SQ(QSL—IL ] J '?;C)S

e ——————

NOV 17 1998

John J. Lauber

Hoechst Roussel Vet

Agent for Hoechst Roussel Vet S.A.
30 Independence Bivd.

P.O. Box 4915

Warren, N.J. 07059

Subject: Deltamethrin 4% Collar
EPA Registration No. 68451-1
Amendment dated June 4, 1998

Dear Mr. Lauber:

The labeling referred to above, submitted in connection with registration under
the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, is
acceptable provided that you:

1. Make the following changes to your label:

a. Based on the submitted studies, the addition of the claims for “deer ticks” is
acceptable. Black-legged ticks is also acceptable. However, if a species name specific
claim is made, then only /xodes scapulans and/or Ixodes pacificus may be used in
addition to the terms above. Ixodes sp. is not acceptable, and should be removed from
the label and the above species names should replace it.

b. The label claim for mosquitoes reads: “Collar kills and repels mosquitoes and
prevents them from feeding.” The data submitted do not support these claims and for
the following reasons they should be removed from the label:

1) The data do not show that this product is an efficacious repellent. The study
results demonstrate a reduction in blood-feeding but this reduction is insufficient to
support repellent claims. The maximum reduction in feeding between the control and
treated groups is 84.4% with a range of 15.9% to 84.4%. In addition, there was no
statistically significant difference in landings between treated and control groups.

2) The data do not support the “kill” claim for mosquitoes. The range was 69% -
91.1%. The 91.1% mortality result was for one data point only. All other '

NE:

measurements of mornality Were DelOBbREIRRENGRE 1S 1€5S 1han the Yo7 required by

SYMBOL
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DATE
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

0

2. Submit two copies of your final printed labeling before you release the product for
shipment.

If these conditions are not complied with, the registration will be subject to
cancellation in accordance with FIFRA section 6(e). Your release for shipment of the
product bearing the amended labeling constitutes acceptance of these conditions.

A stamped copy of the labeling is enclosed for your records. | have also
enclosed copies of the reviews for your records. If you have any questions about this
letter, please contact Beth Edwards at (703) 305-5400.

Sincerely yours,
& é}l.(laﬂ— w

George T. LaRocca

Product Manager 13
Insecticide Branch
Registration Division (7505C)

Enclosures

shsgalesctevasvasasndnsdesnssansananavanT e ] seasaas wwa

EPA Form 1320-1A (1/80) Printed on Recycled Paper OFFICIAUBILE COPY
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) § % UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
g < WASHINGTON, D.C. 20460
’%«4,, .2
4 prove”
OFFICE OF
PREVENTION, PESTICIDES
AND
TOXIC SUBSTANCES
21 /OCTOBER/1998
MEMORANDUM
Subject: EPA Reg. No.: 68451-00001 Deltamethrin 4% Flea Collar
. DP Barcode: D248074
Case No: 034680
From: Eugenia McAndrew, Biologist f.ﬂ"\
Technical Review Branch C
Registration Division (7505C)
To: Beth Edwards, PM Team 03
Insecticide Branch
Registration Division (7505C)
Applicant: Hoechst Roussel Vet
30 Independence Bivd.
P.O. Box 4915
Warren, NJ 07059
FORMULATION FROM LABEL:
Active Ingredient(s): ' % by wt.
097805 Deltamethrin 4.0
Inert Ingredient(s): 96.0
Total: 100.%
1
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ACTION REQUESTED: “Please review information submitted to support the revision of the First
Aid Statement for the subject product to delete “induce vomiting.”

BACKGROUND: The Registrant has submitted a letter proposing to revise the label concerning
first aid statements for EPA Reg. No. 68451-00001 Deltamethrin 4% Collar. The revision would
delete the instruction to “induce vomiting.” The letter states as follows:

“Since ingestion of even an entire flea collar does not appear to cause much of an

acute toxicity hazard, except perhaps in very small children (and animals), it is our
opinion that vomiting should not be induced as first aid treatment following collar
ingestion due to the potential danger of aspiration (or other physical trauma) of the
foreign material particularly if the collar has been bitten or chewed into smaller segments.

In certain circumstances, particularly with ingestions by small children (and animals)
for example, it may be necessary to retrieve the collar or segments of collar from the
gastrointestinal tract using medical or pharmacological methods. Procedures such as
this should be left up to the physician (veterinarian).”

RECOMMENDATIONS: We have reviewed the arguments and deem it appropriate to remove the
statement “induce vomiting” from the label. The new label submitted contains the correct first aid
statements for acute oral exposure.

48
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D248074

CASE: 80 DATA PACKAGE RECORD DATE: 08/03/98
SUBMISSION: S546541 BEAN SHEET Page 1 of 1

| * * % CASE/SUBMISSION INFORMATION * % *

CASE TYPE: REGISTRATION ACTION: 305 TECH-LEL REV AMND DATA RE
RANKING : 10 POINTS ()
CHEMICALS: 097805 Deltamethrin R ERERR

ID#: 068451-00001  DELTAMETHRIN 4% COLLAR

COMPANY: 068451 HOECHST ROUSSEL VET S.A.

PRODUCT MANAGER: 03 SUSAN LEWIS 703-305-7448 ROOM: CM2 217
PM TEAM REVIEWER: BETH EDWARDS 703-305-5400 ROOM: CM2 206
RECEIVED DATE: 07/09/98 DUE OUT DATE: 01/15/99

* % % DATA PACKAGE INFORMATION * * =*

DP BARCODE: 248074 EXPEDITE: N DATE SENT: 08/03/98 DATE RET.: [/ /
HEMICAL: 097805 Deltamethrin
‘P TYPE: 001 Submission Related Data Package
CSF: Y LABEL: Y §- 311 g

ASSIGNED TO DATE 1IN DATE OUT ADMIN DUE DATE: /31798 pr<
DI¥ + RD A AR NEGOT DATE: 7

'BRAN: TRB ol 7 PROJ DATE: [/ /
g ) )

| CONTR - R 0, 9% %, Y

‘ * % % DATA REVIEW INSTRUCTIONS * * *
Please review information submitted to support the revision
of the First Aid Statement for the subject product to delete
"induce vomiting."

MRID No. 445787-01

". Thanks,

Beth Edwards
305-5400

* * % DATA PACKAGE EVALUATION * * =
No evaluation is written for this data package
* * * ADDITIONAL, DATA PACKAGES FOR THIS SUBMISSION * #* =x

DP BC BRANCH/SECTION DATE QUT DUE BACK INS CSF LABEL
248072 IB/PMO03 08/03/98 12/31/98 Y Y Y

(ﬂﬁpf\'ﬂ o ¥ d?s‘\adﬂ A s o
N ot b lebdl ruiw
N o TR
dﬂf'ﬂ? <}ﬁ;kit
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EFFICACY STUDY REVIEW

by Kevin J. Sweeney, Entomologist - [B

To: Beth Edwards

Date: September 15, 1998

EPA Reg. or File No.: 68451-1

Product Name: Deltamethrin 4% Collar

Registrant: Hoechst Roussel Vet
. PM: George LaRocca

Action: 305

Submission No. $546541

DP # ; D248072

Chemical: deltamethrin 4%

Studies Submitted:

MRID # 44578702 Review of the Anti-feeding Effects of Synthetic Pyrethroids to
Mosquitoes and Phlebotomine Sandflies

MRID # 44578703 Initial “Kill” Activity of Deltamethrin 4% Collars Against Ixodes
scapularis Nymphs using Treated Dog Hair as the Testing Substance

MRID # 44578704 Report of Laboratory Trials on the efficacy of Deltamethrin 4% Dog
Collars for Control of Ticks - Ixodes ricinus and Rhipicephalus sanguineus in Dogs

MRID # 44602901 Report of a Controlled Field Trial on the Efficacy of Deltamethrin 4%
Dog Collars for control of Tieks - Ixodes ricinus and Rhipicephalus sanguineus.

MRID # 44578705 Determine the Effect of Deltamethrin 4% Collars on Repellency,
Mortality, and Blood feeding of Adult Aedes aegypti Mosquitoes.

50



" Comments:

The registrant wishes to add deer ticks and mosquitoes to the label.

Based on the submitted studies, the addition of the claims for “deer ticks” is acceptable, black-
legged ticks I also acceptable. However, if a species name specific claim is made - then only
Ixodes scapularis and/or Ixodes pacificus may be used in addition to the terms above. Ixodes sp.
is not acceptable, should be removed and the above species names should replace it.

The label claim for mosquitoes reads: “Collar kills and repels mosquitoes and prevents them
from feeding.” The data submitted do not support these claims and for the following reasons
they should be removed from the label:

1. The data do not show that this product is an efficacious repellent. The study results
demonstrate a reduction in blood-feeding but this reduction is insufficient to support repellent
claims. The maximum reduction in feeding between the control and treated groups is 84.4% with
a range of 15.9% to 84.4%. In addition, there was no statistically significant difference in
landings between treated and control groups.

2. The data do not support the “kill” claim for mosquitoes. The range was 69% - 91.1%. The
91.1% mortality result was for one data point only. All other measurements of mortality were
below 90%. This is less than the 95% required by Subdivision G Guidelines.

I do not think we should entertain “aids in” claims for any repellent product or one meant to kill
any public health pest feeding on a host.
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DP BARCODE: D248072

CASE: 034680 DATA PACKAGE RECORD DATE: 08/03/98
SUBMISSION: 5546541 BEAN SHEET Page 1 of 1

* % * CASE/SUBMISSION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION: 305 TECH-LBL REV AMND DATA RE
RANKING : 10 POINTS ()
CHEMICALS: 087805 Deltamethrin 4.0000%

ID¥#: 068451-00001 DELTAMETHRIN 4% COLLAR

COMPANY: 068451 HOECHST ROUSSEL VET S.A.

PRODUCT MANAGER: 03 SUSAN LEWIS 703-305-7448 ROOM: CM2 217
PM TEAM REVIEWER: BETH EDWARDS 703-305-5400 ROOM: CM2 206
RECEIVED DATE: 07/09/98 DUE OUT DATE: 01/15/9¢

* % * DATA PACKAGE INFORMATION * * *
DP BARCODE: 248072 EXPEDITE: N DATE SENT: 08/03/98 DATE RET.: o

HEMICAL: 097805 Deltamethrin
P TYPE: 001 Submission Related Data Package

CSF: Y LABEL: Y
ASSIGNED TO DATE 1IN DATE OUT ADMIN DUE DATE: 12/31/98
DIV : RD A Ly NEGOT DATE: g
BREN: IB g B Y PROJ DATE: VAL
SWET: EMO3 !/ / 2,
REVR : vl iy A
CONTR: \uux\'\ ; L.

‘Q * * * DATA REVIEW INSTRUCTIONS * + *

attn: Efficacy

Please review studies submitted to support claims for deer
ticks and mosquitoes.

. MRID Nos. 445787-02; -03; -04; -05; and 446029%-01.

Thanks,
Beth

* * % DATA PACKAGE EVALUATION * * *
No evaluation is written for this data package
* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * *

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL
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U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

HOECHST ROUSSEL VET S.A.
30 INDEPENDENCE BLVD.
P.O. BOX 4915

WARREN, NJ 07059

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 06/10/98. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bibliography is enclosed,
annotated with Master Record ID’s (MRIDs) assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any questions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.
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30 Independence Bivd. P.O. Box 4915 Warrm N_J. 07059

Telephone (908) 231-3426 Fax (908) 231-4462 E-mai JLauber@HRVet.com

June 4, 1998

Document Processing Desk (AMEND)

Office of Pesticide Programs (7504C)

Att.: Mr. George T. LaRocca (PM-13)
U.S. Environmental Protection Agency
401 M Street, SW

Washington, DC 20460-0001

Subject: Deltamethrin 4% Collar, EPA Reg. No. 68451-1
Amended Registration Application

Dear Mr. LaRocea:

As the agent of Hoechst Roussel Vet S.A., we zre making thes submission of an amended
registration application concerning Deltamethrin 4% Caodar. kn baef, we are proposing to
revise the label concerning the First Aid Statement (deletion of “inducing vomiting”), as
well as adding claims for deer ticks and mosquioes.

I am enclosing the followihg in support of this amended registration of Deltamethrin 4%
Collar:

* Amended Registration Application

* 5 copies of the revised label, in which the words to be deleted from the currently
registered label are shown with a line drawnﬂm:uynthem while the words added ta
the label are shown as underlined text.

s Transmittal Document detailing the reports pustifying the proposed label changes

Thank you in advance for processing this amended ragiwaﬁm application and revised label.
If you have any questions, please do not hésitate to contact me at the above telephone

ﬂuﬂ"bef At “'. :

Sincerely yours,.

he-L.

John J. Lauber, Ph.D. . o i
Manager, Product Registration - ol

......

Enclosures - e S : - ;
: - 98 05 20d
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Name aﬂd address of submltter'- ” -

Hoechst Roussel Vet
P. O. Box 4915
Warren, N.J. 07059

2. Regulztory action in support of which this package is submitted:

Amenrzz2d registration of Deltamethrin 4% Collar

I Transmittal date:

June ~. 1998

4, List of submitted studies:

Cover Letter

Volumr= 1: John J. Lauber (1998), Revision of
Deltamethrin 4%-Collar First Aid Statement (EPA Guideline No. N/A).
(MRID.No. 23S 78>g 4)

Volums 2: R. Killick-Kendrick (1997), Review of the
Anti-Feeding Effects of Synthetic Pyrethroids to Mosquitoes and
Phlebotomine Sandflies (EPA Guideline No.91 -3]

(MRID No. 445 '78'703_}

Volums 3: - R-L. Slone (1 9981 Initial “Kill™ Actlvm,r Q=2
Deltamethrin 4% Collars Against /xodes scapularis Nymphs Using: ",
Treated Dog Hair as the Testing Substrate (EPA Guuclelme'No 91 "3':. .z by
(MRID No.445'?8'?03 ) : :

Volume 4: -. A Llebisch and U. Reimann (199! 7), Report of
Laboratory Trials on the Effi icacy of .Deltamethrin 4% Dog Collars for -
Control of Ticks (Ixodes ricinus and Rhipicephalus sanguineus) in Dogs

(EPA Guideline No. 91-3). - e
(MRID No. 44573704 l

e
']

T

55

e g —————— e — ———— et § T~ P e s e sy Ay e ] S v g . b v g T SH—————— —~—— v



T Volwne 5 ~A. Liebisch and U. Relmann 11997), Repmt of
; A .a Controlled Field Trial on the Efficacy of Deltameﬂmn 4% Dog Collars 3@5
.4 for Control of Ticks (Ixodes ricinus and Rhtplcephalus sangumeus) in 5
Dogs (EPA Gmdellne No.891-3L.

(MRID No.. ™ 44&0290 11

Volume 6: R.L. Stone (1998), Determine the Effect of
Deltamethrin 4% Collars on Repellency, Mortality and Blood Feeding of
Adult Aedes aegypti Mosquitoes (EPA Guideline No. ).

MRID No.445 5., ) >§X &
5. CompanviOfifials Jobin J. Lauker Ph.D s

Name 'J Signature

6. Company Name: Hoechst Roussel Vet
P. O. Box 4915
Warren, N.J. 07059

7. Company Contact: John J. (Jack) Lauber, Ph.D,
Phone: 908/231-3426
FAX: 808/231-4462

56



Taresa, e
The POOLS N German
(25-182) wut raw
dode . TThe (tay ctrant
=oud Has woes wt
rwb\‘% WCLCQWbb'Er
(eview) cod S0 | howe
toen thom pud
Th tooed me a
rmeﬂ[w
0¢ | o sy
“pagg | of 24" “nglead

%“..-tgz‘*.
ease Send to SIG

Lo mabd . ThowKs,
g%e,

57



wlet momis

L

|
N Mg
!“..rr_.u
48]
utc "
ot

)

W Ve
ELL]

q: -
LY
oLl
iind
LT

- v

A S - IR ._4.._._.J~d.—... »—N. "

oty i et

(¢

[

S
G

viwad
(0
e
"

e | L
W . .




JUN 181998

U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

HOECHST ROUSSEL VET S.A.
30 INDEPENDENCE BLVD.
P.0. BOX 4915

WARREN, NJ 07059

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 06/10/98. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your data submittal was found to be partially in
compliance with the standards for submission of data
contained in PR Notice 86-5, with the exceptions noted
below. A copy of your transmittal bibliography is
enclosed, annotated with the Master Record ID’s (MRIDs)
assigned to each document accepted. Please use these
numbers in all future references to these documents.

If deficiencies were found which apply to individual
accepted studies, they are listed below following the
applicable MRID. Any document which has been assigned a
MRID has been accepted under PR Notice 86-~5. If any
comments related to a MRID appear on this report, they
are provided for your information and reference when
preparing future submissions. Some individual documents
were not acceptable, and all copies are being returned
to you for correction for the reasons indicated below.
These rejected studies have been assigned separate
identification numbers which are annotated on both the
enclosed bibliography and the rejected document labels.
The rejected studies and their deficiencies are
described below.

Rejected study [05]

* An English translation is required for all work
originally reported in other languages.
P95 25-132,

S(G 7 St M gou hove g
R

bt
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. 446029-00

Hoechst Roussel Vet

30 Independence Blvd. P.O. Box 4915 Warren, N.J. 07059

Telephone (908) 231-3426 Fax (908) 231-4462 E-mail JLauber@HRVet.com

June 4, 1998

Document Processing Desk (AMEND)

Office of Pesticide Programs (7504C)

Att.: Mr. George T. LaRocca (PM-13)
U.S. Environmental Protection Agency
401 M Street, SW

Washington, DC 20460-0001

Subject: Deltamethrin 4% Collar, EPA Reg. No. 68451-1
Amended Registration Application

Dear Mr. LaRocca:

As the agent of Hoechst Roussel Vet S.A., we are making this submission of an amended
registration application concerning Deltamethrin 4% Collar. In brief, we are proposing to
revise the label concerning the First Aid Statement (deletion of “inducing vomiting”), as
well as adding claims for deer ticks and mosquitoes.

| am enclosing the following in support of this amended registration of Deltamethrin 4%
Collar: ' .

e Amended Registration Application
5 copies of the revised label, in which the words to'be deleted from the currently
registered label are shown with a line drawn through them, while the words added to
the label are shown as underlined text.

* Transmittal Document detailing the reports justifying the proposed label changes

Thank you in advance for processing this amended registration application and revised label.
If you have any questions, please do not hesitate to contact me at the above telephone

: £l 1

number. _ L b e
Sincerely yours,
John J. Lauber, Ph.D.

Manager, Product Registration

Enclosures
' €8 05 20d




TRANSMITTAL DOCUMENT

—
-

Name and address of submitter:

Hoechst Roussel Vet
P. O. Box 4915
Warren, N.J. 07059

2, Regulatory action in support of which this package is submjtted:

Amended registration of Deltamethrin 4% Collar

3 Transmittal date:
June 1, 1998
4, List of submitted studies:

Cover Letter

Volume 1: John J. Lauber (1998), Revision of
Deltamethrin 4% Collar First Aid Statement (EPA Guideline No. N/A).
(MRIDNo.#4S7gg 4)

Volume 2: R. Killick-Kendrick (1997), Review of the
Anti-Feeding Effects of Synthetic Pyrethroids to Mosquitoes and
Phlebotomine Sandflies (EPA Guideline No.91-3).
(MRIDNo.44s78705)

Volume 3: R. L. Slone (1998), Initial “Kill” Actlwty 5 ZX
Deltamethrin 4% Collars Against /xodes scapularis Nymphs using ' .
Treated Dog Hair as the Testing Substrate (EPA GU{deilne‘No 91 -3). .

4reeer

(MRID No. 44573703 ) : : .

Volume 4: A. Liebisch and U. Reimann (199: ’) Report of
Laboratory Trials on the Efficacy of Deltamethrin- 4% Dog Collars for
Control of Ticks {/xodes ricinus and Rhipicephalus sanguineus) in Doqs

(EPA Guideline No.91-3).

(MRID No44S78704 )
r

|
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Volume 5: A. Liebisch and U. Reimann (1997), Report of
a Controlled Field Trial on the Efficacy of Deltamethrin 4% Dog Collars
for Control of Ticks (Ixodes ricinus and Rhipicephalus sanguineus) in
Dogs (EPA Guideline No.91-3).
(MRID No.Re ject <o)

Volume 6: R.L. Stone (1998), Determine the Effect of
Deltamethrin 4% Collars on Repellency, Mortality and Blc-od Feeding of
Adult Aedes aegypti Mosquitoes (EPA Guideline No.

5. Company Official: John J. Lauber, Ph.D MK'/
Name S!gnature
6. Company Name: Hoechst Roussel Vet
P. O. Box 4915

Warren, N.J. 07059

7 Company Contact: John J. (Jack) Lauber, Ph.D.
Phone: 908/231-3426
FAX: 908/231-4462
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U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

HOECHST ROUSSEL VET S.A.
30 INDEPENDENCE BLVD.
P.O. BOX 4915

WARREN, NJ 07059

Report of Analysis for Compliance with PR Notice 86-5
Thank you for your transmittal of 06/10/98. Our staff

has completed a preliminary analysis of the material. The results are
provided as follows:

Your data submittal was found to be partially in

| compliance with the standards for submission of data

| . contained in PR Notice 86-5, with the exceptions noted
below. A copy of your transmittal bibliography is
enclosed, annotated with the Master Record ID’s (MRIDs)
assigned to each document accepted. Please use these
numbers in all future references to these documents.
If deficiencies were found which apply to individual
accepted studies, they are listed below following the
applicable MRID. Any document which has been assigned a
MRID has been accepted under PR Notice 86-5. If any
comments related to a MRID appear on this report, they
are provided for your information and reference when
preparing future submissions. Some individual documents
were not acceptable, and all copies are being returned
to you for correction for the reasons indicated below.
These rejected studies have been assigned separate
identification numbers which are annotated on both the
enclosed bibliography and the rejected document labels.

. The rejected studies and their defic:Lencies are
described below.

Rejected study [05] :

* An English translation is required for all work
originally reported in other languages.
Pas. 25-i32
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a4aas5787—00

Hoechst Roussel Vet

30 Independence Blvd. P.0O. Box 4915 Warren, N.J. 07059

Telephone (908) 231-3426 Fax (908) 231-4462 E-mail JLauber@HRVet.com

June 4, 1998

Dacument Processing Desk (AMEND)

Office of Pesticide Programs {7504C)

Att.: Mr. George T. LaRocca (PM-13)
U.S. Environmental Protection Agency
401 M Street, SW

Washington, DC 20460-0001

Subject: Deltamethrin 4% Collar, EPA Reg. No. 68451-1
Amended Registration Application

Dear Mr. LaRocca:

As the agent of Hoechst Roussel Vet S.A., we are making this s_bmission of an amended
registration application concerning Deltamethrin 4% Collar. In bref, we are proposing to
revise the label concerning the First Aid Statement (deletion of “:nducing vomiting”), as
well as adding claims for deer ticks and mosquitoes.

I am enclosing the following in support of this amended registraton of Deltamethrin 4%
Collar:

e Amended Registration Application
5 copies of the revised label, in which the words to be deleted from the currently
registered label are shown with a line drawn through them, while the words added to
the label are shown as underlined text.

e Transmittal Document detailing the reports justifying the procosed label changes

Thank you in advance for processing this amended registration zaplication and revised label.
If you have any questions, please do not hesitate to contact me =t the above teiephone. ..
number. s LA

O

Sincerely yours;

ol

John J. Lauber, Ph.D.
Manager, Product Registration

Enclosures '
J 98 05 20d
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TRANSMITTAL DOCUMENT

1. Name and address of submitter:
Hoechst Roussel Vet

P. O. Box 4915
Warren, N.J. 07059

2. Regulatory action in support of which this package is submitted:

Amended registration of Deltamethrin 4% Collar

3. Transmittal date:

June 1, 1998

4, List of submitted studies:

Cover Letter

Volume 1: John J. Lauber (1998), Revision of
Deltamethrin 4% Collar First Aid Statement (EPA Guideline No. N/A).
{MRID No.4457370 1.

Volume 2: R. Killick-Kendrick (1997), Review of the
Anti-Feeding Effects of Synthetic Pyrethroids to Mosquitoes and
Phlebotomine Sandflies (EPA Guideline No.91-3).

(MRID No.44s5787205)

Volume 3: R. L. Slone (1998), Initial “Kill" Activity qf-:-,
Deltamethrin 4% Collars Against /xodes scapularis Nymphs Using  *° °
Treated Dog Hair as the Testing Substrate (EPA Guideline' No 9‘1 3) W
(MRID No.aas7za703) '

Ll

<<<<<

Volume 4: A. Liebisch and U. Reimann (1997), Report nf
Laboratory Trials on the Efficacy of Deltamethrin 4% Dog Collars for
Control of Ticks (/xodes ricinus and Rhipicephalus sanguineus) in Doqs

(EPA Guideline No.91-3).
(MRID No 44578704 )

65




4
-

Volume 5: A. Liebisch and U. Reimann (1997), Report of
a Controlled Field Trial on the Efficacy of Deltamethrin 4% Dog Collars
for Control of Ticks (Ixodes ricinus and Rhipicephalus sanguineus) in
Dogs (EPA Guideline No.91-3).
(MRID No.Reject <oS»

Volume 6: R.L. Stone (1998), Determine the Effect of
Deltamethrin 4% Collars on Repellency, Mortality and Blood Feeding of
Adult Aedes aegypti Mosquitoes (EPA Guideline No. |
(MRID No. _44578?03)

5. Company Official: John J. Lauber, Ph.D %2“"> Eﬂﬁ/

Name J_Slgnature
6. Company Name: Hoechst Roussel Vet
P. O. Box 4915

Warren, N.J. 07059

T Company Contact: John J. (Jack) Lauber, Ph.D.
Phone: 908/231-3426
FAX: 908/231-4462
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a44s5787-00

Hoechst Roussel Vet \

30 Independence Blvd. P.0O. Box 4915 Warren, N.J. 07059

Telephone (908) 231-3426 Fax (908) 231-4462 E-mail JLauber@HRVet.com

June 4, 1998

Document Processing Desk (AMEND)

Office of Pesticide Programs (7504C)

Att.: Mr. George T. LaRocca (PM-13)
U.S. Environmental Pratection Agency
401 M Street, SW

Washington, DC 20460-0001

Subject: Deltamethrin 4% Collar, EPA Reg. No. 68451-1
Amended Registration Application

Dear Mr. LaRocca:

As the agent of Hoechst Roussel Vet S.A., we are making this submission of an amended
registration application concerning Deltamethrin 4% Collar. In brief, we are proposing to
revise the label concerning the First Aid Statement (deletion of “inducing vomiting”), as
well as adding claims for deer ticks and mosquitoes.

I am enclosing the following in support of this amended registration of Deltamethrin 4%
Collar:

Amended Registration Application
5 copies of the revised label, in which the words to be deleted from the currently
registered label are shown with a line drawn through them, while the words added to
the label are shown as underlined text.

e Transmittal Document detailing the reports justifying the proposed label changes

Thank you in advance for processing this amended registration application and revised label.

If you have any guestions, please do not hesitate to contact me at the above teiephone."

number. R
i [ L}

Sincerely yours,

e ] ¢
1 1
!i © .
% o B
] i i
[
‘

John J. Lauber, Ph.D. ' ¢ iy 00 '
Manager, Product Registration . A

Enclosures
98 05 20d
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TRANSMITTAL DOCUMENT

1. Name and address of submitter:

Hoechst Roussel Vet
P. O. Box 4915
Warren, N.J. 07059

2 Regulatory action in support of which this package is submitted:

Amended registration of Deltamethrin 4% Collar

3. Transmittal date:

June 1, 1998

4. List of submitted studies:

Cover Letter

Volume 1: John J. Lauber (1998), Revision of
Deltamethrin 4% Collar First Aid Statement (EPA Guideline No. N/A).
(MRID No. 44 s 7870 .,)

Volume 2: R. Killick-Kendrick (1997), Review of the
Anti-Feeding Effects of Synthetic Pyrethroids to Mosquitoes and
Phlebotomine Sandflies (EPA Guideline No.91-3).

(MRID No44sS7287205.)

Volume 3: R. L. Slone (1998), Initial “Kill” Actrvuty g,
Deltamethrin 4% Collars Against /xodes scapularis Nymphs usmg ° g
Treated Dog Hair as the Testing Substrate (EPA Guudehne'No 9’1 3)., .
(MRID No.gaasze7o0=2) 0

Volume 4: A. Liebisch and U. Reimann (1997), 'Reporit‘ nf
Laboratory Trials on the Efficacy of Deltamethrin 4% Dog Collars for

Control of Ticks (/xodes ricinus and Rhipicephalus sanguineus) in Doqs '

(EPA Guideline No.91-3).
(MRID No. 44578704 )
r
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Volume 5: A. Liebisch and U. Reimann (1997), Report of
a Controlled Field Trial on the Efficacy of Deltamethrin 4% Dog Collars
for Control of Ticks (Ixodes ricinus and Rhipicephalus sanguineus) in
Dogs (EPA Guideline No.91-3).
(MRID No.Re ject <o)

Volume 6: Hil: IStone (1998), Determine the Effect of
Deltamethrin 4% Collars on Repellency, Mortality and BIood Feeding of
Adult Aedes aegypti Mosquitoes (EPA Guideline No._

(MRID No. -44579.703—}
o

5. Company Official: John J. Lauber, Ph.D

Name Slgnature
6. Company Name: Hoechst Roussel Vet
P. O. Box 4915

Warren, N.J. 07059

7. Company Contact: John J. (Jack) Lauber, Ph.D.
Phone: 908/231-3426
FAX: 908/231-4462
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Fﬁl« read instructions on reverae before completing form.

~
- § Unitad States Environmental Protection Agency :
N (CLAPCN Office of Pesticide Programs (H7505C) Reg o)
‘0’ Washington, DC 20460 X | Amendment
Application for Pesticide: Other
Section! -
1. Company/Product Number 2. EPA Product Manager 3. Proposad Classification
sas51-1 Gykafoceasi3 < 3
4. Company/Product (Name) PM# D Nona D Restricted
- Deltameth r 13 23
5. Name and Address of Applicant (Inchwds ZIP Cods) 6. Expedited Revlow. In accordance with FIFRA Section 3(c)(3)
Hoechst Roussal Vat | (::3_(‘). my product is similar or identical in composition and labeling
Agent for Hoechst Roussel Vet S.A. =
30 Independence Bivd. EPA Reg. No.
P.O. Box 4915
Warren, N.J. 97055' Product Name
! Sectionll
4 £ Final printed labsals in response to
X A@sﬂdmont Explain below . Agerisy iter datted
Resubmission in response o Agency letter dated Mo Too" Application.
Notification - Explain below. tiror - asplalt bialow.
e

Label revision:
1,
2

planation: Use additional page(s) if necessary. (For section | and Section I1.)

First Aid Statement - deleting "inducing vomiting"
Directions for Use - addition of claims for deer ticks and mosquitoes

5 545‘73{7 2

Sectionlll ~ -
1. Material This Product Will Bs Packaged In:
Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
Yes® Yes Yas Metal
: Plastic
Ne No No Glass
e Paper
It *Yes, No. per |l "Yes." No. per Other i
* Cortification must be |Unit Packagewgt.  container | Package wgt container (Specib)
|
¥ Location of Net Contents Information 4. Size(s) of Retail Container - 5. Location of Labsl Directions |
On Label '
Label Container E Cn Labeling accompanying product
5. Manner In Which Label Is Affixed To Product Lithograph el
Paper glued Odrer { )
L__ Stenciled
Sectlon IV

1. Contact Point (Complete iterns directly below for identification of individual to be contacted, if necessary, to procass this application.)

Name
John J. Lauber Ph.D.

Title
Manager, Product Registratior

Talephone No. (Include Area Cade)
908—231:38?@

both under applicable law.,

Cartification

| cortify that the siatements | hava mada on this fom and all attachments therets are true, accurate and complglp, o o &
| acknowledge thatany knowingly false or misleading statement may be punishable by fine or imprisonment or *

e

. 6. Date Application

Recaived

sgesaw

* (Stamped)

3. Tide

Manager, Product Registratio

L] L] L]
sssew
n LT
[

[ ]
L L]

4. Typed Namg/ \_/

John J. Lauber

5. Date

oY 1198

e =
A File Copy (original)

. =
-
s =

o5
A
Yallow - Apgifdant copy é!




Fo roved. OMB No. 2070-0060. axpir 5-31-28

Py United States Registration OPP Identifier F{L?mbot
WEPA Environmental Protection Agency | Amendment 254630
Washington, DC 20460 Oth er
Application for Pesticide - Section |
1. Company/Product Numbar - 2. EPA Product Manager 3. Proposged Classification
D None D Restricted
4. Compeny/Product (Name) PM#
5. Name and Address of Applicant linclude ZIP Cods) 6, Expedited Review. In accordance with FIFRA Section 3(c)(3)
: “ | (b}i}, my product is similar or identical in compaosition and labeling
to:
EPA Reg. No.
D Check if this is a new address Product Name
; Section - Il
Amendment - Explain below. i Final printed labels in response to
Agency lotter dated
Resubmission in response to Agency |etter dated — D "Me Too" Application.
Notification - Explain below. D Other - Explain below.

Explanation: Use additional page(s) if necessary. (For saction | and Section Il.)

—/0 1D ~

Section - |

1. Material This Product Will Be Packaged In;

Child-Resistant Packaging | Unit Packaging ) Water Soluble Packaging 2. Type of Container
Yes® Yes 3 Yes Metal

: Plagtic

. No No ) No G::m
! - If "Yes" No.-per If "Yes" No. per Paper
2 ﬁ":’t’m must Unit Packaging wgt. container Packags wgt container Other (Specify)
ubmitted i s : .
3. Location of Net Contents information 4, Sizels) Retail Container 5 Lnuati? o{ Label Directions
n Label
D Label D Container On Lebeling accompanying product
i ———— = —— -
8. Manner in Which Labal is Affixed to Produot Lithagreph [ other ,
aper glue
Stenciled

Section - IV
1. Contact Point - [Complete items directly below for identification of individual to be contacted, if necessary, to process this application.]

Name Title Telephone No. (include Ares Cods) _
Certification 4 - 6. Date Application
| certify that the statements | have made on this form and all attachments tharsto ara true, accurate and complats, Received
| acknowladge that any knowingly false or misleading statemant may be punishable by fine or imprisonment or (Stamped)
both under applicable law.
2. Signature 3. Title
4. Typed Name 5. Date

i |
EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete. White - EPA Fils Copy (original) Yellow - Applicent Copy




D E ANAC PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collsction of information is estimated to sverage 0.85 hour per

rasponse, including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and
raviawing the collection of Information. Send"cornments regarding the burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden, to Chief, Information Policy Branch, {2136}, U.S. Environmental Protection Agency, 401 M Street, SW,
Washington, DC 20460.
|NSTRUQhON§: %’tﬁs form is to be used for all applications for new registration, end use raregistration, amendment, resubmission, to applications
for notifications, final p\-iinted labeling, reregistration, etc, In order to process an application for a new registration submitted on this form, the
fdlnw&na materisl must-accompany the application:
Certification with Respeet to Citation of Data (EPA Form 8570-28). [If not exempted by 40 CFR 152.81 (b) (4)};
Confidential Statement of Formula (EPA Form 8570-4);
Formulator's Exemption-Statement (EPA Form 8570-27);
Five copies of draft labeling;
Three copies of any date submitted;
. Authorization letter where applicable;

7. Matrices where applicable.

Submiesion of Labeling - Labeling should first be submitted in the form of draft labels with &ll applications for new registration. Such draft labels may be

in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be
constructed in a way as tu iseilitsta storege in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mountad un.l

.

LR RO

Submission of Data - Data submitted in suppurt of this application must be submitted in accordance with PR Notice 86-5,

SPECIFIC INSTRUCTIONS: Pleess read the instructions listed below before complsting this application. First determine the typs of registration
action, listed in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Sections
I, 1lt, and IV must be completed by the applicant. For applications submitted in connection with aménded reregistration actions, resubmissions,
notifications, reregigtrations, etc., Sections |, [l, and IV must be completad by the applicant.

Block A - Check the appropriate action for which you are submitting this form.

SECTION 1 - This section must be complated, as applicabls, for all registration actions.

1. Company/Product-Number - Insert your Company Number, if one has baen assigned by EPA. This number may have been assigned to you as a
besic registrant, & distributor, or as an establishment. If your product is registered, insart the Product Number, ’

2, EPA Product Manager - If known, fill in the name and PM number of tha EPA Product Manager.

3. Proposed Classification ~ Specify the proposed classification of this product.

4. Product Name - Enter the complete preduct name of this pesticide as it will sppear on the-label. Tha name-must be specific to this product only.
Duplication of names is not permitted among products of the same company. ' Do not include any brand name or ecompany line designationa.

5. Name and Address of Applicant - The name of the firm or person end address shown in your application is the person or firm to whom the
registration will be issued. |f you are acting in behalf of another party, you must submit authorization from that party to act for them in registration
matters, An applicant not residing in the United Stetes must have an authorized agent residing in the United States to act for them in all
registration matters, The name and complete mailing address of such an agent must accompany this application.

6. Expedited Review - FIFRA saction 3 (c) 3 (B) provides for axpedited review of applications for registration, or amendments to existing registrations,
that are similar or identical to other pesticide products-that are currantly registerad with the EPA. In order for your application to be eligible for
expedited review, you must provide us with the EPA Registration Number and product name of the prnduﬂ you hallnw is similar to or identical
- your product. The product must be similar or identical in both formulation and labeled uses.

SECTION Il - This section must be completad for all applicetions submitted to emend the ragistration only of 8 currently regietersd product

{Amendment), for & resubmiasion in response to an Agency letter, for neotifications to the Agency, for tha submission of finsl printed labeling, for

reregistration and for any other action thst pertains to a specific EPA-registered product. This sebtion is not to be used for & new spplication for

ragistration.

1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provids a brief explanation of the purpose(s)
for the submission; such as "the addition of a site, pest or crop (specify)™; "amend the Confidential Statement of Farmula by..."; * ruregimauon
submission™; "general label revision of use directions.” Attach 8 saparate page if additional space is nesded.

SECTION 1ll (Packaging and Container Information) - 'l"h!s Saction must be completed for all applications submitted in connaction with new
ragistration or applicable amandments.
1. Type of Packaging - Chack the.appropriate block lf your product will be packaged in the indicated pnckaging types.
Indicate the size of the individual packets and number per retail container. :
2. Type of Retall Container - Indicate type of container in which product will be marketed.
3. Location of Nat Contents - Indicate the location of the net contents information far your product.
4. Sizels) of Retail Container - Specify the net contents of all retail containers for your product.
5. Location of Use Directions - Indicate the location of the use directions for your preduct.
6.. Manner in which label is affixed to product - Indicated the method praduct label is attached to retail container.

SECTION 1V iContact Point) - This Section must be complated for all applications for Ragjstrauon actions, i,u.. new products ragistration,
resubmission, "ma-too,” reregistration, atc.

1-5. Self-axplanatory,
8. EPA Use Only.
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Flesca read instructions on reverse befors completing form,

: United States Registration
o : .
wEPA Environmental Protection Agency Amendment
Washington, DC 20460 Other

Form Approved. OMB No. 2070-0060. Approval expires 05-31-98

L
OPP Identifisr Number

254630

Application for Pesticide - Section |

1. Company/Product Number 27EPA Product Manager -

— =} s
=

4, Company/Product (Name) PM#

3. Proposed Classification

DNonc D Restricted

5, Name and Address of Applicant finclude Z/P Cods)

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)

: s (b) (i), my product is similar or identical in composition and labeling
to:
EPA Reg. No. e —
I:] Check if this is a new address o Product Name

Section - Il

Amendment - Explain below. Final printed labesis in responsa to

Agency letter dated

Resubmission in response to Agency letterdated e D "Ma Too" Application.

D Other - Explain below,

Notification - Explain below.

——

Explanation: Use sdditional page(s) if necessary. (For section | and Section I1.)

—O 1D~

1

Section - 1l

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
B Yes® B Yes H Yeas Metal
Plastic
_ Hu= | No No Glass
. F If "Yes" No. per If "Yes" No. per Paper
i ging wgt. container Package wgt container
ubmitted I

Other (Specify)

3. Location of Nat Contents Information 4, Size(s) Retail Container

T A [

On Label

Location of Label Directions

On Lebeling accompanying product

€. Mannar in Which Label is Affixed to Product Lithograph

E Other

Paper glued
Stenciled

Section - IV

1. Contact Point (Complate items directly below for identification of individual to be contacted, if necessary, to process this application.)

Name | Tide Telephone No. (Include Area Coda)
Certification 8. Date Application

| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. Received

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonmant or (Stamped)

both under applicable law.
2. Signature 3. Title

1
4, Typed Name 5. Date
2 73
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N E = g‘ PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.85 hour per
responss, including time for reviewing instructions, searching existing data soUrces, gathering anc maintaining the deta needed, and completing and
reviewing the collection of information. Send comments regerding the burden estimate or any other aspact of this collection of information, including
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmantal Protection Agency, 401 M Street, SW,
Washington, DC 20460.

!HSTEQQ)HQNS: This form is to be used for sl epplications for new registration, end use rerogistration, amandment, resubmiasion, to applications
for notifications, fina! p\(ntad labeling, reregistration, etc. In order to process en application for a new registration submitted on this form, the
following maternial must accompany the application:

1. Certification with Respect to-Citation of Data (EPA Form 8570-29). |If not exempted by 40 CFR 152.81 (b} (4}];
2. Confidential Statemant of Formula (EPA Form 8570-4);

3, Formulator’s Exemption-Statemant (EPA Form B570-27);

4, Five copies of dreft labeling;

5. Thres copies of any data submitted;

6. Authorization letter where applicable;

7. Matrices where applicable.

Submission of Labeling - Labaling should first be submittad in the form of draft labels with all applicetions for new registration. Such draft iabsls may be
in the form of typed label text on 8,5 x 11 inch paper for submission or & mockup of the proposed label. If preparsd for mockup, it should be
constructed in @ way as to facilitate storage in an 8.6 x 11 inch fila. Mockup labsls significantly srmaller than 8.5 x 11 inches should bs maunted al.
% 11 inch paper for submission, o

Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5.

SPECIFIC INSTRUCTIONS: Please road the instyuctions listed below befora completing this application. First determine the type of registration
action, listed in Block A, for which you are submitting this spplication. For applications submitted in connection with New Registration actions, Sections
I, i, and 1V must be completed by the applicant, For applications submitted in connection with emended reregistration ections, resubmissions,

- Inotifications, reregistrations, ete,, Sections |, Il, and IV must bs completed by the applicant.

Block A - Check the appropriate action for which you are submitting this form.

SECTION 1 - This section must bs completed, as applicable, for all registration actions.

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a

basic ragistrant, a distributor, or as an establishment. If your product ie registerad, insert the Product Number.

EPA Product Manager - If known, fill in the name and PM number of tha EPA Product Manager.

Proposed Classification - Specify the proposed classification of this product.

Product Name - Enter the complete product name of this pesticide as it will appear on the Iabal. Tha name must be specific to thie product only,

Duplication of names is not parmitted among products of the same company. Do net include any brand name or company line designations.

5. MName and Address of Applicant - The name of the firm or person and address shown in your epplication is the person or firm to whom the
registration will be issued. If you are acting in behalf of another party, you must submit suthorization from that party to act for them in registration
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all .
ragistration matters. The name and complete mailing address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 3 (¢} 3 (B) provides for expedited review of applications for registration, or amendmaents to existing registrations,
that are similar or identical to othar pesticide products that are currently registered with the EPA. In order for your application ta be eligible for q

o]

expedited raview, you must provide us with the EPA Registration Number and product name of the product you believa is similar to or dentical
your product. The product must ba similar or identical in both formulation and labeled uses.

SECTION Il - This section must bs completed for all applications submitted to emend the registration only of a currently regiatared product

{Amendment), far a resubmission in rasponse to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for

reragistration and for any other action that pertains to a specific EPA-registered product. This secition is not to be used for a new application for

registration. _

1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief expianation of the purpose(s)
for the submission, such as "the addition of a site, pest or crop (specify)”; "amend the Confidential Statement of Formula by..."; "reregistration
submission”; "genaral label revision of use directions.” Attach a separats pege if additional space is needed.

SECTION Il (Packaging and Container Information) - This Section must be completed for all applications submitted in connection with naw
registration or appliceble amendments.
1. Type of Packaging - Check tha appropriate block :I‘ your product will ba packaged in the indicated packaging types.
Indicste the size of the individual packets and number pear retail container.
2. Type of Retail Container - Indicate type of container in which product will bs marketed.
3. Location of Net Contents - Indicate the location of the net contents information for your product.
4, Siza(s) of Retail Container - Specify the net contents of all retail containers for your product.
5. Location of Use Diractions - Indicate the location of the use diractions for your product.
8. Manner in which label is afiixed to product - Indicated the method product lebel is attachsd to retail container.

SECTION [V (Contact Paint) - This Section must be completed for all applications for Registration sctions, i.e., new products registration,
resubmission, "me-too,” raregistration, etc.

1-8. Self-explanatory.
6. EPA Use Only.
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se read Instructions on reverse before completing form. __Form Agoroved. OMB 080 Acoroval axoices 11.30.5 ﬁ

J United Smies Environmental Protection Agency
(A) Office of Pesticids Programs (H7505C) Roglstratlon
‘-" Washington, DC 20480 X | Amendment =%, 7.
Application for Pesticide: Other
Sectlon | '
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
I G, LaReecaris— 0 §
4. Company/Product (Name) 3 PMs# D None D Restricled
: el 4% Collar 13— 03
5. Name and Address of Applicant (Include JP Code) . . | 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
Hacehat Roassel Vit ! (:2-({), my product is similar or identical in compasition and labeling
Agent for Hoechst Roussel Vet S.A. :
30 Independence Bivd. EPA Reg. No.
P.0O. Box 4915
Warren, N.J. 07059 Product Name
: Section 1|
e -
- i Final printed labels in responsa o .
x |Amendment - Explain below lotter e
Resubmission in response i Agency letier dated . M Too" Appli .
Natification - Explain below. ‘ 4 bt bk,
——=

Explanation: Use additional paoo(s)ilmnmy (For soction | and Saction I1.) 3
Label revision:
1. First Aid Statement ~ deleting "inducing vomiting"
2, Directions for Use - addition of claims for deer ticks and mosquitoes

Section ill
1. Material This Product WIll Be Packaged In: ;
Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Contamner
Yes* Yes Yes Metal
; Plastic
Na No No Glass
- Papsr
If “Yes, No. per | If*Yes," No. per :
* Cartification must be |UnitPackagewgt  container | Package wgt container S
|
. Location of Net Contents Information 4. Size(s) of Retail Container 5. Location of Labal Directions |
2 On Label
D Label E Container On Labsling accompanying product
6. Manner In Which Labesl Is Affixed To Product Lithograph
P [ oter )
Stenciled
Sectlon IV
1. Cantact Point (Complete items directly below for idsntification of individual to be contacted, if necessary, o process this agplication.)
Name Tide Telephone No. (Include Area Code)
John J. Lauber Ph.D. Manager, Product Registratiorf 908-231-3426
[ 2 L)
opgOoORpE RO n
Certiflcation °: « « |6 DalgAppiication
| cartify halhsubmbthlvormduan this form and all attachments thereto are true, accurate and ?H-.: :?f“q‘?d
| acknowledge that any knowingly false or miskeading statement may be punishable by fine or mpﬁsonmm or s | °°[Stamped)
bomundorlppﬁuhlslw(‘j e aans
2. Signalure 3. Title N i
amﬁ/‘/ Manager, Product Registratithf**® T
4. Typ{dN 936 {J 5. Date LA
Y, m / ??X e 8
John J. Lauber 2

EPA Form 8570-7 (Hev. 12-80) _ Prévious sdifions are obsoiets = EPA Fie Copy (ongina) Vellow - Applicant copy p.




N |fohase read insircsons on coves

[

e before completing form.

" SEP

Uniled States Enviranmental Protection Agency
Office of Pesticide Programs (H7505C)

Heglstrat!on

Hoachst Roussel Vet

Washington, DG 20460 X | Amendment
Application for Pesticide: Other 1
Section|
1. Company/Preduct Number 2. EPA Praduct Manager 3. Proposad Classification
6aas1-7. 3
4. Company/Product (Name) i PM# D None D Restricted
Deltanethrin 42 Collar 33 0 3

5. Namaandmumtm_gpcaw;

Agent for Hoechst Roussel Vet S.A.

6. Expediied Review. In accordance with FIFRA Section 3(c)(3)
(b)(i), my product is similar or identical in compaosition and labeling

to:

30 Independence Blvd. EPA Reg. No.

P.0O. Box 4915

Warren, N.J. 07059 Product Name

: Sectlon 11
X | Amendmant - Explain below [ ] Final printed iabels in response 1o
Agency letter clated

Rasubmission in response ko Agency letier dated Ma Too® Applicasion
Nont_iumn - Explain below. e

Label revision:

planation: Use additional p.aqo(s) if necessary. (For section | and Saction I1,)

1. First Aid Statement - deleting "inducing vomiting"
2. Directions for Use - addition of claims for deer ticks and mosquitoes

Section Il
1. Material This Product Wil Be Packaged In:
Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
Yas® Yes Yos Meotal
Plastic
No No Ne Glass
A Papsr
If “Yes, No. per | If "Yes” No. per Other (Spacify}
* Cortification must be |Unit Packagewgt  contsiner | Package wgt. container (
]
! Location of Net Contents Information 4. Size(s) of Retail Container - 5. Location of Label Diractions |
’ ‘ On Label
[ Label [ contsiner IE==1 On Labsiing accomganying product
8. Manner In Which Label Is Affixed To Product [ ] Lithagraph T 1 ot ;
Paper glued

L] Stanciled
Section IV

1. Contact Point (Completa iterns directly below for identification of individual to ba contactad, if necessary, to process this application.)

orm 8570-1 (Hev. 1 )]

e Copy (onginal)

Name Tide Telephone Ne. (include Area Code)
John J, Lauber Ph.D, Manager, Product Registratior] 908-231,3426
Cartiflcation s o i 6. Date Application
Icerﬂl?ﬁst&nshhmnhlhmmadeanmbrmmddlmmmmumﬂwmm.m:mhmdmmgbw. . «Haceived
| acknowledge that any knowingly faise or misleading statement may be punishable by fine orimprisonmentof ¢ (Stamped)
| homundarappﬁablerq‘ .s RILE
2. Signatu 3. Tide :L H ":'
C\[ ) e | Manager, Product Registratidn'"* o e
‘ﬂ)ﬂ‘}\ .l:tl.
4. Tyﬁid)!éme 5. Date L AL
5 7 l??ig o® @
John J, Lauber wre /,
us ns are obsalete fe- EPA Fil Yallow - Aﬁﬁ
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Plesse read Instructions on reverse befora complating form.

(A) ﬁ- m?ﬁ'pﬂm”;m (H7505C) 399'9“'3"0“ |
U’EPA Washington, DC 20460 - | Amendment 1 6 -
_ \ Application for Pesticide: x| Other 6132

Section |

1. Company/Product Number

2. EPA Product Manager

3. Proposed Classification

Hoechst Roussel Vet

30 Independence Blvd.
P.O. Box 4915
Warren, N.J. 07059

_ 68451- 1 G, LaRocca/13
4. Company/Product (Name) PM#
Qen;mg;h:jg 4% Collar 13

D None D Restricted

5. Nmmdammwtmzmcam

Agent for Hoechst Roussel Vet S.A,

to:

EPA Reg. No.

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
(b)(1), my product is similar or identical in composition and labaling

Product Nama

Section | |

Amendment - Explain balow

Resubmission in response to Agency latter

X | Notification - Explain below.

dated

Agency letisr dated

Final printed kibels in response to

“Me Too™ Application.

-, Crther - explain balow.
—

!xplanaﬂcn' Usa additional page(s) if necessary. (Far saction | and Saction 1.}

NOTIFICATION: Additional Brand Name - Scalibor Dog CaTM{TI®'Z 10N
JUN 0 1997
Section 1l
1. Msaterial This Product Will Ba Packaged In: :
Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
B Yas* Yes Yes Metal
Plastic
No No No Glass
- = Paper
If “Yes, No. psr If “Yes, No. por Specify
* Certification must be Unit Package wgt. container | Package wgt container e X
q;u_hmm |
Location of Net Contents Information 4. Size{s) of Retail Container - 5. Location of Labal Diractions
On Label
| [ Label = [ container On Labeling sccompsnying procust
6. Manner In Which Label [s Affixed Ta Product - Lithegraph
s [ omerg )
Stenciled
Section IV

1. Contact Point (Complete ilems directly befow for identification of individual to be contacted, if necessary, lo process this application.)

Name
John J. Lauber Ph.D.

Title
Manager, Product Registratior

Telephone No. (include Area Code)
908-231-3426

orm 8570-1 (Hev. 12-30)

Cartification 6. Date 'Ap;ﬁca!iun
| certify that the statements | have made on this form and all attachments thereto are true, acrurate and complote. [Received
| acknowledge that any knowingly false or misleading statement may be punishable by fine ar imprisanment or (Stamped)
both undarappﬁcahla .Ii:-'
L ¥ ) L ]
2. Sig @NI)L 3. Title . ssemss
i o
N Manager, Product Registration Chaian
4. Typad‘ﬁa:ﬁe = 5. Date S Tea
a8 wa (BTN Y]
5 . ) nn,;-‘.l-
John J, Lauber May 23, «599? s ee
us ns are obsolels. fta- EPA Fie Copy (onginal) Yefiow s icant copy




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

October 17, 1997

Mr. John Lauber
Hoechst Roussel Vet
Agent for Hoechst Roussel Vet S.A.
30 Independence Blvd.
Warren, N.J. 07059

Dear Mr. Lauber;

Subject:

Amendment - Efficacy Claims, Compliance withi PRN 96-6
Deltamethrin 4% Dog Collar
EPA Reg. No. 68451-1
Your June 16, 1997 Submission

The amendment referred to above, submitted in connection with registration under the

Federal Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. A stamped copy

of the labeling is enclosed for your records.

Sincerely,

George T. LaRocca
Product Manager (13)
Insecticide-Rodenticide Branch
Registration Division (7505C)

Enclosure
CONCURRENCES
SYMBOL
SIRNAME
W sransnny L L T R PP TP R EE L E R R TR PP T o saAdssbsawane bh LLALLETLELIEEIE L (ILEELEREELERLiiRE bt eI sssas b s gdRR RS aNRaRany
andindll 1) e/ L
Fd T
EPA Form 1320-1A (1/90) Printed on Recycled Paper OFFICIALFILE COPY

+r U.S. GOVERNMENT PRINTING OFFICE 71895 - 818457



DELTAMETHRIN 4% COLLAR

=

FLEA & TICK COLLAR FOR DOGS 4 g
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ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin [(s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3- 4.0%
(2,2-dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate]

INERT INGREDIENTS 96.0%
Total 100.0%

CAUTION: Do Not Let Children Play With This Collar

See Side Panel for additional Precautionary Statements

NET CONTENTS: 1 Collar

EPA Reg. No. 68451-1 EPA Est. No. 68451-FRA-1
NET WT. 1.1 oz

@CCEPTEM
| ot | T 1997

: Under the Federal Insecticide.
Hoechst Roussel Vet SA Fungicide. and Rodenticiide Act,
as amended, for the pecticide
page 1 of 3

102 route de Noisy registered und -
93235 Romainville, France s, o L5 13 June 1997
79




READ ENTIRE LABEL BEFORE EACH USE

USE ONLY ON DOGS

DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:

Do not open protective pouch until ready to use. Do not let children play with this collar.

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with skin, eyes, or
clothing. Wash thoroughly with soap and water after handling.

Do not use on puppies under 12 weeks. Consult a veterinarian before using this product on debilitated, aged, pregnant,
medicated, or nursing animals. Sensitivities may occur after using ANY pesticide product for pets. If signs of '
sensitivity occur, remove collar and bathe your pet with mild soap and rinse with large amounts of water. If signs
continue, consult a veterianarian immediately. '

FIRST AID

IF SWALLOWED: Call a physician or poison control center. Drink one or two glasses of water and induce
vomiting by touching back of throat with finger. Do not induce vomiting or give anything by mouth to an
unconscious person.

IF ON SKIN: Wash with plenty of soap and water. Get medical attention.

IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists.

EMERGENCY PHONE NUMBERS:

FOR HUMAN, FIRE, ENVIRONMENTAL:
1-800-228-5635, ext. 132
FOR ANIMALS: 1-800-345-4735, EXT. 104

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals.
Applying other pesticides on the dog may not be necessary while the collar is being worn.

DIRECTIONS FOR USE: Itis a violation of Federal law to use this product in a manner inconsistent with
its labeling.

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using patented insecticide- '
release technology. Maximum effectiveness may not occur for 2 —3 weeks after collar placement. Fleas
(Ctenocephalides sp.) on the dog will be killed and ones which are present in the dog’s environment that may appear
on your pet will be killed. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus) and American
dog tick (Dermacentor variabilis). This collar should be worn continuously. Reapply a new collar every 6 months.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2 inches from the buckle
and dispose of excess length by wrapping in newspaper and placing in trash. The collar must be worn loosely so that
two fingers may be placed between collar and dog’s neck. Living and rest areas of pet must also be treated with
appropriate pest control measures to ensure control of pests. Wetting will not impair the collar’s effectiveness or the
pet’s protection. If the dog goes swimming or is out in the rain, it is not necessary to remove the collar . Deltamethrin
4% Collar may be used in addition to a lead or constraint collar . Use only one Deltamethrin collar at a time.

page 2 of 3

13 June 1997 80



STORAGE AND DISPOSAL: Store in original, unopened container, away from children. Do not reuse
container or used collar. Wrap in newspaper and put in trash,

IMPORTANT NOTICE: DISCLAIMER

Read "IMPORTANT NOTICE: DISCLAIMER" before buying or using: If terms are not acceptable,
return at once unopened. HOECHST ROUSSEL VET S.A. warrants only that the product conforms to the
chemical description on the label and is reasonably fit for the purpose stated on the label when used in
accordance with the directions under normal conditions of use. This warranty does not extend to the use of
this product contrary to label instructions or under abnormal conditions, or under conditions not reasonably
foreseeable to HOECHST ROUSSEL VET S.A., and user assumes the risk of any such use. HOECHST
ROUSSEL VET S. A MAKES NO OTHER WARRANTY, EXPRESSED OR IMPLIED, INCLUDING
ANY IMPLIED WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF
MERCHANTABILITY. In no case shall HOECHST ROUSSEL VET S.A. be liable for consequential,
special, indirect or incidental damages resulting from the use or handling of this product. The foregoing
conditions of sale and warranty can be varied only by an agreement in writing signed by a duly authorized
representative of HOECHST ROUSSEL VET S.A. ‘

The Hoechst Name and logo are registered trademarks of Hoechst AG.
© 1997 HRV S.A.
Part No. XXXXX

Universal Product Code Number (Bar Code)

page 3 of 3
13 June 1997
9706 13a

81



fcl Pleass read nuuwﬂuﬂl on reverse hfon completing form.* .- et o)
Protection Agency

(A) oy e Stioa of Peatiids Programs (75050 HW"‘“’""“

EP Washington, DC 20460 ¥ | Amendment

Application for Pesticide: Other
Saction |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
68451 =/ G. LaRocca/13 e
4, Company/Product (Name) ; . PMs# DN“"‘ D Restricted "4
, /9/
Deltamethrin 4% Collar 13 el

5. Namund Address of Applicant (Includs ZIP Cods) _ | 6. Expadited Review. In accordance with FIFRA Section 3(c)(3) -

Hoschst Roussal Vet {b)m. my product Is similar or identical in composition and labeling

Agent for Hoechst Roussel Vet S.A. ; _
30 Independence Blvd. EPA Reg. No. S e U/IS' x5 q GaL . !
: i : :

P.O. Box 4915
Warren, N.J. 07059 . Product Nama
: Section 1 |
Amandment - Explain below Final printad labels in responsa to
X = Agency letter dated

Rasubmission in response to Agency letiar dated .
. Natification - Explain below,

“Me Too" Application.
Other - explain below.

oc: ¥l 61w
1040/8404 V4R

—

Exphnlilon Use additional page(s) if necessary. (For section | and Saction [1.)

The purpose of this submission is to revise the Deltmethrin 4% Collar label as required by
PR 96-6, as well as to modify the Directions for Use and associated claims. :Other label
changes be1ng proposed are the revision of the company name and insertion of a Disclaimer
statement.

~ Section Hl
1. Materisl This Product Wil Be Peckaged in:
Child-Resistant Packaging [ Unit Packaging Water Saluble Packaging 2. Type of Container
Yes® Yes Yes Matal
Plastic
No No No F('ilass
it Yes.- No. per | If "Yes, No. per W i
ification must be |Unit Packagawgt  container | Package wgt. container (har Epety)
|
3. Location of Net Contants Information 4. Size(s) of Ratail Container - 5. Location of Label Dlmeﬂons
On Label
[ Laber [ container . On Labeling accompanying product
6. Manner In Which Label Is Affixed To Product Lithograph - r—l Other ( y
; Paper glued
Stenciled
Section IV
1. Contact Point (Completa items directly betow for idantification of individual to ba contacted, if necessary, to procass this application.)
Name : Title Telephone No. (Include Area Code)
John J. Lauber Ph,D. Manager, Product Registration 908-231-3426
Cartification 8. Dane Application
Iasnlymmm“bmnhlhmmad-anmhmmdmamchmmhmmmm accurate and completa. Received
1 acknowledge that any ingly false or misleading statement may be punishable by fine or imprisonment or (Stamped)
both under applicable Idw. 3
2. Signature 3. Tite
; : Manager, Product Registration
T & '
4. Typed Name/ | ) 5. Date
John J. Lauber June 16, 199% - ¥

EPR Form 55707 (Hev. 7230)  Pravious sdllons are cbeolele. — Wie- EPA Fie Copy (onginal) Yallow - Apgiant copy




{ ¢ o g 7
Please rsad Instructions mmammﬂmknn. v . " : oire "
States Environmaental Protection Agency ow mm Number
(& lh O fioe of Peatiads Programs (H7505C) R‘ﬂlﬂmh’“ 254 334/
Washington, DC 20460 X | Amendment And A
Application for Pesticide: Other e AL
Section |
1. CompanyfProduct Number 2. EPA Product Managor 3. Proposed Classification
68451 G, LaRocca/13
4. Company/Product (Name) : Pi# D None D Restricted
Deltamethrin 43 Collar L
5 Narnc and Address of Apglicaht (Include ZIP ao*; .| 8. Expedited Review. In accordance with FIFRA Section 3(c)(3)
Hoechst Raiisssl Vet 1 {:29). my product Is similar or identical in composition and labaling
Agent for Hoechst Roussel Vet S.A. | ’
30 Independence Blvd. ‘ EPA Reg. No.
P.O. Box 4915 N2 '
Warren, N.J. 07059 ] Product Name
' Section | |
3 Final printed label's in 50 1o
¥ | Amendment - Expiain below . Agdncy el e respan
i ' dated
Resubmission in response 1o Agency leftar “Ma Too" -
idoliﬁcaﬁon - Explain balow.

; Other - axplain balow.

=

Expianation: Use additional page(s) if necessary. (For section | and Saction Il,) 1

The purpose of this submission is to revise the Deltmethrin 4% Collar label as required by
PR 96-6, as well as to modify the Directions for Use and associated claims, .Other label |
changes being proposed are the revision of the company name and insertion of a-Disclaimer |

statement.

Section Hil
1. Material This Pmduetﬁlllll'nhrllln:
Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Gontainer
B Yos* Yes Yes Metal
Plastic
No | No No ; Glass
If “Yes,* No. per | If “Yes* No. per i
Mcation must be |Unt Packagewgt  container | Package wgt. convminer ST
3. Location of Net Cantants Information 4. Size(s) of Retail Container - 5. Location of Labsl Directions _
E On Label '
Label —Q-m_____. - mwwm_____
6. Manner In Which Labs Is Affixed To Product Lithcgraph :
Poger glan! [ other )
Section [V
1. Contact Point (Compiete items directly balow for identification of individual to be contacted, if necessary, lo process this application.)
Name Title Telephona No. (Inciude Area Cada)
John J. Lauber Ph.D. Manager, Product Registratiorq 908-231-3426
Cartification 6. Dm:!ppliaa!ion
lmrjmm;uhmnlhmmldtonMbmmddlmdmmhmmmm.mmnmdmpbu Fivasvie
| acknowledge that any false or misieading statement may be punishabla by fine or inprisonment or (Stamped)
both under applicable lafe. .
2. Signature 3. Tite
:>§/'J Manager, Product Registration
1. Typed Nams/ \e ) 5. Date
John J. Lauber June 16, 1999

om 1 . 12-80) us are Tete. m- EPA Ent‘;opy (originai) Yallow -
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Plnumdhnmﬂum mmwwﬂmm ;

() ﬂ EP ouuofpuadd- Pwum!s {msosc}
Wuhhgm DC 20460
Applleatlon for Pesticide:
Section |
1. Company’Product Number 2. EPA Product Manager 3, Proposed Classification
68451 G, LaRocca/13
4. Company/Product (Name) - PMe [ vone I:I Restricted
1% 4 r 13 |

5. Name t.ndAddlun  of Applicant (Inchsdie ZIP Code) | 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)

G okt Ristnaal Vet e (:20), my product Is similar or identical in composition and labeling

Agent for Hoechst Roussel Vet S.A, |

30 Independence Blvd. i EPA Reg. No.

P.0. Box 4915 : !

Warren, N.J. 07059 | Product Name

’ . Section ||
endment - Explain below Final printed labells in responsa to
X|An [] Agency letter daied
' dated
Resubmission in response © Agency letter “Me Too* Application.
petion » Expun enm. : Other - axplain balow.
—

!

Explanation: Use additional page(s) if necessary. (For section | and Section I1.)
The purpose of this submission is to revise the Deltmethrin 4% Collar label as required by

PR 96-6, as well as to modify the Directions for Use and associated claims. :Other label
changes being proposed are the revisfon of the company name and insertion of a Disclaimer

statement.

= Section i
1. Msterial This Product Will Be Packeged In:
| Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
B Yes* Yes Yes Metal
__ |Plastic
No No No ?ﬂs
i “Yes,* No, per i *Yes," Neo. per o~ ,
ification must be |Unit Packagewgt.  conminer | Package wgt container Dur Hpech;
3. Location of Net Contants Information 4. Size(s) of Retail Container - 5. Location of Label Diractions _
] On Label g \
| CJiaet ] container - L —1 On Labsling accompanying product |
8. Manner In Which Label |5 Afixed To Product Lithograph -
Pager giued - [] other¢ =
Saction IV
1. Caontact Point {Complete tems directly balow for identificaion of individual 1o ba contacted, if necessary, o procass Ihis application.)
Name _ Title Telephone No. (Include Area Code)
John J, Lauber Ph.D, Manager, Product Registratior] 908-231-3426
Certification 6. Dawe Apphcamn
lcsrl!lymtm:uumnulhmmanmlomandd!amﬂmum:;-mm sccuraite and complets, Recaived
| acknowledge that any faise or misleading statsment may be punishable by fine or imprisonment or (Stamped)
both under applicable Idw. &
2. Signature 3. Tide
ﬁﬂ' Manager, Product Registration
4, Typed Nam¢/ | ) 5. Date
John J. Lauber June 16, 19$ ¢

m 1 (Rev. }] ns are ita - A File Copy (ﬁhﬂ) Yelow - Apmtw ',é:
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: United States Registration
aEPA Environmental Protection Agency Amendment
Washington, DC 20480 Other 25 43 34

Application for Pasticids - Section |

1. Company/Product Number 2. EPA Product Menager 3. Proposed Classification
: Duom D Restricted
4. Company/Product (Nama) PM#
5. Name and Address of Applicant (include ZIP Code/ — 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
my product is similar or identical in composition and labeling
to:
EPA , No.

\
ProductName o

D(:hack#miskamwadwm

[ Section =
D Amendment - Explain below. i / Final mimtd'“ in response to
' —— Agency letter dgtad
Resubmission in response ta Agency letterdated "Me Too™ Mppllcarion
Notification - Explain below. [ | Other - Explain bulav,
—}-_ — Iu.

Explanation: Use additional page(s) if necessary. (For section | 3 1N}

~__ Se

1. Matsrial This Product Will Be Packaged In: /

Child-Resistant Packaging | Unit Packaging Water Soluble Peckaging ™. 2. Tyow= of Container
H Yes® Yes E Yes \\. Matal
Plastic
No No i No Glass
If "Yos™ . No.per Lt *vas® No. per Paper
must | ynit Packaging wgt.  sontsiner »gs wgt container |1 other (Specify)
- - I J
3. Location of Mat Contants Information 4, Sizuts) Fawdl Contsinar 5. Lacatign'of Lebs Cirectiane
: —14"'On Label
D Label D Contsiner - On Labeling sccompanying product
6. Manner in Which Label is Affixed to Praduct kithdgeaph ] other
S‘I:’ml‘ ol
Section- =1V
1. Contact Faint [Complete iterns directly below for identification of individus) to b,e‘:!hug_: if necessary, to process this application.]
Nama Title Telephone No. {Include Area Code)
__—l-'-"_—-—_d-__
— —
Certifloation 6. Date Application
| certify that thas statements | have made on this form and all ettachments therato are true, accurate and complets. Received
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or (Stamped)
both under applicable law.
2. Signature 3. Title
4. Typed Name 5. Date
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PAPERWORK REDUCTION ACT NOTICE and IN'STRUCTIONS

|, T "

Public reporting burdan for thia collectios of information is estimated to average 0.B5 hour per
mmmmmmﬁmmmm gathering and maintaining the deta needed, snd completing and
reviewing the collection of information, Send comwnents regsrding the burden estimate or any other sspect of this collection of information, including
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environnmental Protaction Agency, 401 M Strsat, SW,
Washington, DC 20460.

w This form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to spplications
for notificstions, final printed labeling, reregistration, etc. In order 1o process an application for a new registration submitied on this form, the
following material must accompeny the application:

Certification with Respect to Citation of Data (EPA Form 8570-29). [if not exempted by 40 CFR 152.81 (b) (4)];
Confidential Statement of Formuia (EPA Form 8570-4);

Formwlator's Exemption Statament (EPA Form 8570-27);

Five coples of draft labeling;

Throa coplos of any data submitted;

Authorization letter where applicable;

Matrices where applicable,

Subn'htbnoluhlnu Labeling should first be submitted in the form of draft labsls with all applicetions for new registration. Such draft labels may be
in the form of typed label text on 8.5 x 11 inch paper for submission of & maokup of the proposed labal. If prepared for mockup, it should b
constructed in 8 way as 1o facilitete storage in an B.5 x 11 inch file, Mooluphbol;tigniﬂuntlv smaller than 8.5 x 11 inches should be mounted on 8.5
x 11 inch paper for submission.

NPOEWN

Submission of Data - Date submitted in support of this application must be submitted in accordance with PR Notice 86-5. .
PECIFI i Please read the instructions listed below before completing this epplication. First determine the typa of registration

sction, listed in Blogk A, for uhmh you are submitting this application. For epplications submitied in connection with New Registration actions, Sections
I, i, end IV must be completed by the applicant. For spplicetions submitted in connection with amended reregistretion actions, resubmissions,
notifications, raregistrations, etc., Secticns |, I, and IV must be completed by the applicant.

Block A - Check the appropriste action for which you are submitting this form.

SECTION | - This section must be completed, as applicable, for all registration actions.

1. Company/Product Number - Insert your Company Number, if ons has been essigned by EPA. This number may have been assigned to you as a
basic registrant, a distributor, or as an establishment. If your product is registered, inserl the Product Number.

2, EPA Product Manager - If known, fill in the name and PM numbaer.of the EPA Produet Managei.

3. Proposed Cisssification - Specify the proposed classification of this proguat.

4. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific ta this product only.
Duplication of names is not parmitted among producta of the sams company. Do not includs isny brand name or company line designations.

5. Nama and Address of Applicant - The name of the firm or person and addresg.shown in your dipplication is the person or figm to whom the
registration will be issued, If you are acting in behalf of another party, you must submit suthorization from thet perty to act for them in registration
mattars. An spplicant not residing in the Unifed States must hava an suthorized agent residing in the United States to sot for them in all
registration matters. The name and complete mailing address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 2 (c) 3 (B) provides for expedited review of applications for registration, or amendments to existing registrations,
that are similar or identical to other peaticide praducts that are aurrently reglstered with tha EF'A. In order for your application to be sligible for
sxpedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical
your product. The product must be similer or identical in both formulation and labeled uses.

SECTION Il - This section must bs completad for all applications submitted to amend the registration only of a currently registered product

{Amendment), for a resubmission in responsa to an Agency latter, for notifications to the Agency, for the submission of final printed labsling, for

reregistration and for any other action that pertains to & specific EPA-registered product. This section is not to be used for & new application for

registration.

. Subject of submission - Chack the spplicable block and proyide the Agency letter date if approjriate. Provide a briel explanation of the purposels)
for the submission, such es “the addition of & site, pest or crop [specify)”; "amend the Confidential Statement of Formula by..."; "reregistration
submission™; *general label revision of use directions.” Attach a separste page if additional space is needed.

SECTION Il (Packaging and Container information) - This Section must be completed for all applications submitted in connection with new
registration or applicable amendments.
1. Type of Packaging - Check the appropriata block if your product will be packaged in the indicatid packaging types.
Indicate the size of the individual packets and numbet per retall container.
2. Type of Retall Container - Indicate type of container in which product will be marketed.
3. Location of Net Contents - Indicate the location of the net contents information for your producit,
4. Slzeis) of Retall Container - Specify the net contents of all retail containers for your product.
5. Location of Use Directions - Indicate the location of the use directions for your product.
6. Mannaer in which label is affixed to product - Indicated the method praduct labal is sttached to retsil container.

SECTION 1V (Contact Point) - This Section must be complated for all epplications for Registration actions, i.e., new products registration,
resubmission, “me-too,” reregistration, efc,

1-5. SMM
8. EPA Use Only.




2 AR ot & United States ' Registration | OPP Identifier Number
\"Em Environmental Protection Agency Amendment

Washingten, DC 20460 Other 2 5 &3 3 45'

, Application for Pesticide - Saction |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification

DNOM D Restricted
4. Company/Product (Name) PM#

5. Name and Address of Applicant flnclude ZIP Code] 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)

{bTti, my product is simiar or identical in compasition a beling
L to0: = 1." r g i "4
: ' EPA Rey, No. 3

D Check if this is _q[?!av’ddr'us / Prodiict Na}\e
FJ". | [ Section -
D Amendment - 'E;bia;p'ﬁ.elow. / Final printed labels in response to

; v Agancy letter dated F 3
Resubmission in response to Agency letterdated D "Me Too™ Application.

Ej

0

Notification - Explain below. D Other - Explain belo
TR

Explanation: Use additional page(s) if necessary. (For section | an I

Section-- il

1. Material This Product Will Bs Packaged In: [ T
Child-Resistant Packaging | Unit Packsging Water Soiuble Pnci:sging\ 2. Type of Container

H Yes® B Yes Yes oy ::::e

No No No Glass

LY
g If "Yes" No. per i "Yes® No. per 3 Paper
ation must Unit Packaging wgt. cont ner w container ] Other (Specify)
X I /

submitted

3. Location of Net Contents Information @ 4, Sizels) Retail Container \ 5 Luca?f of Label Diractions .
i On Label

D Label D Container =S On Lsbeling sccompanying product
e
‘ 6. Manner in Which Label is Affixed to Product Lithograp ] other

h
Bers
rnd o

==
Sectiom~1V

1: Contact Point {Compl/ete items directly below for identification of individual to be M necessary, to process this applicetion.)

Name m’.,/’) Telephone No. (include Area Cods)

Certification 8. Date Application
| certify that the statements | have made on this form and all attachments thereto are true, sccurate and complete. Received
| scknowledge that any knowingly false or misleading statement may be punishable by fina or imprisonment or (Stamped)
both under applicable law.

" 2. Signature 3. Title

4. Typed Name 5. Date

7 7
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

™™ N
1 2 Public reporting burden for this collsction of information is estimated to average 0.85 hour per
response, including time for reviewing instructions, searching existing data sourcss, gathering andl maintaining the data nesdad, and complsting and
reviewing the collection of information. Send comments regarding the burden estimate or any other aspect of this collection of information, including
suggestions for raducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmantal Protection Agency, 401 M Strest, SW,
Washington, DC 20460,

INSTRUCTIONS: This form is to be used for all applications for naw registration, end use reregistration, amendment, resubmission, to spplications
for notificetions, final printed labeling, reregistration, etc. In order to process an application for & new registration submitied on this form, the
following matarial must accompany tha application:

1. Certification with Respect to Citation of Data (EPA Farm 8570-29). [If not axempted by 40 CFR 152.81 b) (4)];

2. Confidential Statement of Formula (EPA Form 8570-4);

3. Formulator's Exemption Statement (EPA Form 8570-27);

4. Five copies of draft labeling;

5. Thraee copies of any data submitted;

6. Authorization letter where applicable;

7. Matrices where applicable.

Submission of Labeling - Labsling should first be submitted in the form of draft labels with all epplications for new registration. Such draft labsls may be
in the form of typed labsl text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be
constructed in & way as to fecilitate storage in an B.5 x 11 inch file. Mockup labels significantly snnaller than 8.5 x 11 inches should be mounted on 8.5
% 11 inch papet for submission.

Submission of Data - Data submitted in support of this spplication must be submitted in sccordance with PR Notice 86-5,

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application, First determine the type of registration
action, fisted in Block A, for which you ara submitting this application, For applications submitted in conngotion with New Ragistration actions, Sections
I, Wi, and IV must be completad by the applicant. For applications submittec in connection with amanded reregistration actions, resubmissions,
notifications, reregistrations, etc,, Sections |, Il, and IV must be completed by the epplicant.

Block A - Check the approprints action for which you are submitting this form.

SECTION I - This section must be completsd, as applicable, for all regigtration actions.

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you 8s a
basic registrant, a distributor, or &8s an establishment. I your product is registered, insert the Product Number.

2. EPA Product Manager - If known, fill in the name and PM number of the EPA Prodect Manage:.

3. Propesed Classification - Specify the proposed classification of this product.

4. Product Name - Enter the complete product neme of this pesticide ss it will appear on the label. The name must ba specific to this product only.
Duplication of names is not permitted among products of tha sames company. Da not include sny brand nama or company lina dasignations.

6. Nema and Address of Appligant - The name of the firm or person and address shown in your epplication is the person or firm to whom the .
registration will be issued. If you are acting in behalf of another party, you must submit authorization from thet party to act for them in registration
mattara. An applicant not rasiding in the United States must have an authorized agent residing in the United States to act for them in all
ragistration matters. The name and complate mailing address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 3 (¢) 3 (B) provides for expedited-review of applications for registration, or amendments to existing regisiralions,
that are similar or identical to other pasticide products that are currently ragistmd with tha EF'A. In order for your application to ba sligible for
expedited review, you must provide us with the EPA Registration Number and product name of tha product you believe is similar to nridmnﬁ
your product. The product must be similar or identical in both formulation and labeled uses.

SECTION Il - This section must be sempleted for all applications submitted 1o smand the registration only of & currently registared product
(Amendmaent), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of finsl printed labeling, for
reregistration and for eny other action that pertsins to & specific EPA-reqistered product. This section is not to be used for 8 new application for
registration,
. Subject of submission - Check the applicable block and provide the Agency letter dete if eppropriate. Provide @ brief explenation of the purposels)
for the submission, such as *the addition of a site, pest or crop {specify)”; "amend the Confidentisl Statement of Formula by..."; "reragistration
submission™; “general label revision of use directions.” Attach a separate page if additional space is needed.

SECTION Il (Packaging and Container Information) - This Section must ba completed for all epplications submitted in connection with new
registration or spplicable amendments.
1. Tvpe of Packaging - Check the appropriata block if your product will be packaged in the indicatad packaging types.
Indicate the size of the individual packets and number per retail container.
2. Type of Retail Container - Indicate type of container in which product will be marketed.
3. Locstion of Nef Contents - Indicate the location of the net contents information for your product.
4, Size(s) of Retail Container - Specify the net contonts of all retall containers for your product,
5. Location of Use Directions - Indicate the location of the use directions for your product.
6. Manner in which label is sffixed to produet - Indicated the method product labal is attached to ratail containar,

SECTION IV icontact Point) - This Section must be completed for all applications for Registration ections, i.0., new products registration,
resubmission, "me-too,” reregistration, eto,

1-5. Self-axpienatory.
6. EPA Use Only.

[o1s]
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Hoechst Roussel Vet

30 Independence Bivd. P.0O. Box 4915 Warren, N.J. 07059

Telephone (908) 231-3426 Fax (908) 231-4462 E-mail Lauber@bed1po1.hcc.com

June 16, 1997

Data Processing Desk (AMEND)
Office of Pesticide Programs (7504C)
Att.: Mr. George T. LaRocca (PM-13)
U.S. Environmental Protection Agency
401 M Street, SW

Washington, DC 20460-0001

Subject: Deltamethrin 4% Collar
EPA Reg. No. 68451-1

00 Vd 6L NT 16

Dear Mr. LaRocca:

Deltamethrin 4% Collar was registered by the Agency in 1996 for use on
dogs for control of fleas and ticks. The purpose of this submission is to
revise the Deltamethrin 4 % Collar label as required by PR Notice 96-6, as
well as to modify the Directions for Use and associated claims. Other label
changes being proposed are the revision of the company name and insertion
of a Disclaimer statement.

By way of background, Roussel Uclaf Corporation (now AgrEvo
Environmental Health (EPA Company No. 432) submitted an application to
the U.S. EPA to register Deltamethrin 4% Collar, a product containing 4%
deltamethrin. The pending registration was transferred to Roussel Uclaf,
S.A., Division Santé Animale (EPA Company No. 68451) on March 23, 1995
On June 5, 1996, the U.S. EPA registered Deltamethrin 4% Collar, to
Roussel Uclaf, S.A., Division Santé Animale. Subsequently, the company
name of Roussel Uclaf, S.A., Division Santé Animale was changed to
Hoechst Roussel Vet S.A. |

At the time the Deltamethrin 4% Collar was registered, Hoechst-Roussel
Agri-Vet Company (EPA Company No. 54382) was the agent of Roussel

89

1040/d40/vd43 G034




Uclaf, S.A. The name of Hoechst-Roussel Agri-Vet Company was changed
to Hoechst Roussel Vet. In regard to this amended registration of
Deltamethrin 4% Collar, Hoechst Roussel Vet is acting as the agent of
Hoechst Roussel Vet S.A.

Attached you will find 5 copies of the revised label, in which the words to be
deleted from the currently registered label are shown with a line drawn
through them, while the words added to the label are shown as underlined
text. In addition to this label showing the revisions, 5 copies of the label
without crossed-out and underlined text are being submitted at this time.

Thank you in advance for processing this amended registration application
and revised label If you have any questions, please do not hesitate to
contact me at the above telephone number.

Sincerely yours,

ol

John J. Lauber Ph.D.
Manager, Product Registration

Attachments

1. Amended Registration Application

2. Revised label showing deleted and new text
3. Revised label

cc
A. Ahlman w/ attachments

A. Benitz w/ attachments

R. Dodemaide w/ attachments
R. Muser w/ attachments

87 06 16¢
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DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS

ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin [(s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3- 4.0%

(2,2-dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate] -}
INERT INGREDIENTS 96.0% 9 -
Total 100.0% P
e 3
CAUTION: Do Not Let Children Play With This Collar ©
-
) ~
o~ ©
8 o
See Side Panel for additional Precautionary Statements ™ -

EPA Reg. No. 68451-1 EPA Est. No. 68451-FRA-1 NET CONTENTS: 1 Collar

NET WT. 1.1 oz
Hoechst Rousse] Vet SA
Roeussel- Uelat-5:A
102 route de Noisy page 1 of 3
93235 Romainville, France 12 June 1997
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DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS
GUARANTEED H-Menth-Flea Killer

e s e

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks. H—mea-sh—ﬂea-hﬂmg—pewer
(and-7-menth-protection-against ticks). I’sguaranteed!

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:

Do not open protective pouch until ready to use. Do not let children play with this collar.

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with skin, eyes, or
clothing. Wash thoroughly with soap and water after handling.

Do-notuse thisproducten—cats. Do not use on puppies less-than 3—months ofage under 12 weeks. This-produet

IF SWALLOWED: Call a physician or poison control center. Drink one or two glasses of water and induce
vomiting by touching back of throat with finger. Do not induce vomiting or give anything by mouth to an
unconscious person.

IF ON SKIN: Wash with plenty of soap and water. Get medical attention.

IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists.

Collar is intended for use only as an insecticide generator and is not to be laken mtcmally by man or ammals

Applying other pesticides gn the dog may not be are-not necessary and-the r-dogs while
the collar is being worn.

DIRECTIONS FOR USE: 1t is a violation of Federal law to use this product in a manner inconsistent with
its labeling.

Deltamethnn 4% Collar, mntammg deltametlmn insecticide, that-on 2 asti el e

- rameth ot has been specmlly fonnulaxed usmg patented msecnclde—
rclcasc technology IS : a6 apReltarnay ottar; Maximum effectiveness
may not occur for 2 —3 weeks aﬁer collar placcrnent Flees (Ctenocephabdes.sp ) on the dog will be killed and ones
which are present in the dog’s environment that may appear on your pet will be killed. Collar will kill ticks including
Brown dog tick (Rh:plcephalus sangumeus) and American dog tick (Dennacentor variabdw) %eles—appear—oa—dogs—m

This

collar should be wom contmuously‘ Reapply a new collar every 6 months.

page2of 3
12 June 1997
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Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2 inches from the buckle
elese-te-the-buelde and dispose of excess length by wrapping in newspaper and placing in trash. The collar must be
worn loosely so that two fingers may be placed between collar and dog’s neck. Living and rest areas of pet must also

be trcated W‘lth appmpnate pest control measures to ensure control of pests Dogs-&hwld-boumnmed—frem—ﬂme—%a
! ~ reappear: Wetting will not impair the

collar’s eﬁ'ecnvcness or the pet s protectlon If the dog goes swm'nmng oris out in the rain, it is not necessary to
remove the collar. Rep : : ; 45

addition to ngular—aoll&r a_]ﬁd_mﬂmmt_m]m Use only one Deltamethnn 4% flea collar at a time.

STORAGE AND DISPOSAL: Store in original, unopened container, away from children. Do not reuse
container or used collar. Wrap in newspaper and put in trash.

page 3 of 3

12 June 1997
d

976612

4% Deltamethrin 4% Collar may be used in
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Hoechst Roussel- Vet
-Route 202-206 Bedmnm.

P.0. Box 2500

Somerville, NJ 08876-1258

Dr. John J. Lauber ' MR 1T 1997

Dear Dr. Lauber

Subject: Condition of Registration- efficacy data
Deltamethrin 3% Collar
EPA Registration Number. 68451-1
Deltamethrin 4% Collar
EPA Registration Number 68451-2
Your submission dated August 19, 1996

The application referred to above, submitted in connection
with registration under the Federal Insecticide, Fungicide, and
‘Rodenticide Act, as amended, is not acceptable for the following
reasons given below: . ' ;

1. The data summaries (MRID 44190101) submitted to the Agency
are adeguate to demonstrate the ability of the active ingredient
deltamethrin to kill fleas and ticks on dogs in a preliminary
manner when formulated as a collar. However, these data are
incomplete for the purpose of supporting specific claims of
‘duration of satisfactory control of fleas and ticks because of the
lack of raw data for testing conducted in Arkansas, California and
Oklahoma, along with the lack of sufficient detail as to the manner
in'which the testing was conducted, as required by 95-30(b)1., 3.
and 4., 6,, 7., 8., 9. and 10., especially 4., 6.1, 6.4, 6.5, 6.7,
7.2, 7.3, B.1, B.2; 9.1, 9.2,°9.3;, 9.4, 9.5, 9.7, 101, ;208
10.4 as elaborated in paragraphs on p. 284. :

A copy of the reviews are enclosed.
' Sincerely,
George T. LaRocca
Product Manager (13)
Insecticide~-Rodenticide Branch
Registration Division (7505C)

‘Enclosures
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EFFICACY REVIEW

DATE: IN_1-13-97 OUT_3- 6-97

FILE OR REG. NO. 68451-1

PETITION OR EXP. PERMIT NO.

DATE DIV. RECEIVED December 26, 1996

DATE OF SUBMISSION December 19, 1996

DATE SUBMISSION ACCEPTED

TYPE PRODUCT(S): (I,)D, H, F, N, R, S

DATA ACCESSION NO(S). 441901-01;D232552;58516908;Case#034680;AC:571

PRODUCT MGR. NO. 13-LaRocca/DelLuise
PRODUCT NAME (S) Deltamethrin 4% Collar
COMPANY NAME Hoechst Roussel Agri-Vet Company

SUBMISSION PURPOSE Provide performance data summaries in support of

claims for control of fleas and ticks on dogs to

establish new use for active chemical ingredient.

CHEMICAL & FORMULATION (s) -a-cyano-3-phenoxybenzyl- (1R,3R)-3-(2,2-
dibromovinyl) -2,2-dimethylcyclopropanecarboxylate 4.00%

(impregnated material of unspecified bulk)

CONCLUSIONS & RECOMMENDATIONS The data summaries presented in EPA
Accession (MRID) Number 441901-01, having been obtained from stan-
dard kennel tests presumably conducted according to a protocol that
meets the requirements of § 95-30(b) (11)1. through 10. on pp. 280-4
and the standard of 95-9(b) (2) (i) on p. 264 of the Product Per-
formance Guidelines, are adequate to demonstrate the ability of the

active ingredient deltamethrin to kill fleas and ticks on dogs in

a preliminary manner when formulated as a collar. However, these
data are incomplete for the purposes of supporting specific claims
of duration of satisfactory control of fleas and ticks because of
the lack of raw data for testing conducted in Arkansas, California
and Oklahoma, along with lack of sufficient detail as to the manner
in which testing was conducted, as required by § 95-30(b)1., 3. and
4., 6., 7., 8., 9. and 10., especially 4., 6.1, 6.4, 6.5, 6.7, 7.2,
7:3; 8+1; 8.2; 9%, 9.2; 9.3, 9:%; 9.5 9:7, 10.1; 10:2 -and 10.4 as
elaborated in paragraphs on p. 284. While Reference 1 comes closer
to meeting these requirements, References 2 and 3 are only summary
and abstract, respectively. References 4 through 6 are for kennel
tests conducted in Europe, and while Reference 4 (to be continued)




actually gives more details as to these requirements than do the
latter two reports from the U. S., it fails to identify all the
formulations in the test as to active ingredient as required by §
95-30(b)2.5; References 5 and 6 are nothing more than conclusions
and lack sufficient detail in many of the categories previously
mentioned above. Furthermore, since the submission was not accom-
panied by either labeling or CSF, it is not possible to relate the
conclusions and results of any of these references to the support
of gpecific claims of duration of satisfactory control or range of
flea and tick species against which the collar is found effective.
Mention is made at the end of Reference 1 of original data found in
the Appendix, pp. A41-Al124, and of quality assurance unit inspec-
tions and the final report following the Appendix as pp. QUA1-QUA9.
The submission of this information along with specific information
meeting above requirements with respect to References 2 through 6
is necessary for proper review of the effectiveness of the collar,
along with labeling as to the claims which these data are believed
to satisfactorily support.

OBJ Vern L. McFarland, IRB
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Sincerely yours,
. %\@L&QJ

Hoechst Roussel Vet

Route 202-206 Bedm.1 PO Box 2500 Somerville, NJ 08876-1258

Telephone {908) 231-3426 Fax (908) 231-4462 E-mail Lauber1@bed1po1.hcc.com

441901-O0D
August 19, 1996

Mr. George T. LaRocca

Office of Pesticide Programs
Document Processing Desk (APPL)
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

Dear Mr. LaRocca:

Subject: Deltamethrin 3 and 4% Collars
EPA Registration Nos. 68451-1 and 2
Notice of Registration Dated June 5, 1996

As a condition of the registrations of the Deltamethrin 3 and 4% Collars, we
committed to submit to the Agency within three months of the date of the
Registration Notice, a summary of efficacy data demonstrating control of fieas
and ticks. Attached you will find three copies of the report: “Deltamethrin Dog

- Effi Studies”. In this report, the results of several efficacy studies
with the 3 and 4% collars are presented.

John J. Lauber, Ph.D.
Manager, Product Registration
Agent for Roussel Uclaf, S.A., Division Santé Animale

Attachment: 3 copies of the report “Deltamethrin Dog Collars - Efficacy
Studies”.

97




3 o
Hoechst Roussel Vet

Route 202-206 Bedm.1 PO Box 2500 Somerville, NJ 08876-1258

Telephone (908) 231-3426 Fax (908) 231-4462 E-mail Lauber1@bed1po1.hcc.com

December 19, 1996

Document Processing Desk (APPL)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
401 M Street, SW

Washington, DC 20460-0001

Dear Sir/Madam:

Subject: Deltamethrin 3 and 4% Collars
EPA Registration Nos. 68451-1 and 2
Hoechst Roussel Vet submission dated August 19, 1996
EPA Report of Analysis for Compliance with 86-5 dated
September 4, 1996

On December 17, | received the “Report of Analysis for Compliance with PR
Notice 86-5"(copy enclosed). The notice was dated September 4, 1996. |
don’t know why the notice was delayed in reaching me.

The notice indicated that our statement of no data confidentiality claims is
contradicted by the markings on the first page of Reference 4. | have
corrected this and am enclosing 3 copies of this corrected page. Please
remove the old page from the copies previously submitted and substitute the
new page. -

Thank you in advance for your help.

Sincerely yours,

ohn J. Lauber Ph.D. R .
Manager, Product Registration R e

Enclosures
961218b



7.5, ENVIRONMENTAL PROTECTION AGENCY
: Offlce of Pesticlde Programs
0074, Registration Division (H7505C)
- w, 401 "M" St,, 5,W.

EPR Reaq.
Mumber:

Date of YgfUance:

g % Waghington, D.C. 20460

ey ﬂﬂwwgf NOTICE OF PESTICIDE:

X  Registration 68451-1 " JUN 1986
Reregistration

Term of Issuance:

(under FIFRA, as amended) Unconditional

Hame of Festicide Product:

Deltamethrin 4%
Collar

Name and Rddress of Registrant (include ZIP Code):
Hoechst-Roussel Agri-Vet Company
Route 202-206 Bedm. 1

PO Box 2500

On the basis of information furnished by the reglstrant, the above mamed pesticide is hereby
registered/reregigtered under the Federal Ingecticide, Fungiclde and Rodenticide Acr.

Registration is in no way to be construed 28 an endorsement or recommendation of this product by the Agency.
In order to protect health and the envircmment, the Adminiatrator, on his motion, may at any time suspend or
cancel the registration of a pesticide in accordance with the Act. The acceptance of any name in connection
with the registration of a product under this Act is not to be construed as giving the reglscrant a right to
exclusive use of the name or to ite use if it has been covered by others.

This product is unconditionally registered in accordance with
FIFRA sec. 3(c) (5). Once a pesticide is registered, however, it
is not regarded as permanently acceptable. Registration does not
eliminate the need for continual reassessment of pesticides. If
the Agency determines that, at any time, additional data are
required to maintain in effect an existing registration, the
Agency will require submission of such data under FIFRA section

(3) (c) (2) (B).

1. Make the following label change: Revise the EPA
. Registration Number to read, "EPA Reg. No. 68451-1". (i

2. We note that in your May 14, 1996 letter you agreed
to submit efficacy data supporting label claims within 3 months of
the date of this notice.

3. ©Submit two copies of the revised final printed label
for the record. If these conditions are not complied with, the
registration will be subject to cancellation in accordance with
FIFRA sec. 6(e). Your release for shipment pf the product
constitutes acceptance of these conditions. A stamped copy of the
label is enclosed for your records.

George T. LaRocca

Product Manager (13)
Insecticide~Rodenticide Branch
Registration Division (H7505C)

CONCURRENCES

BEFLdmssansnannaho

EPA Form 1320-1A (1/80) Printed on Recycled Paper OFFICIAL"‘ﬁLE CorY




0.2. ENVIRONMENTAL PROTECTION AGENCY EDA Reg. =
Office of Peaticide Programs Numbe:? bate pL Issuautef
4!“””“45 Registration Division (H7505C)
401 "M"™ B5t., S.W.
E; Washington, D.C. 20460
3%‘
NOTICE OF PESTICIDE:
x__ Registration 68451-1
Rerengtratlon Term of Issuance:
{under FIFRA, Y& amended) Unconditional/
Name of Pesticide
Deltamet
Collar

Somerv1lle NJ

Name and Addrese of Reglstrant (include ZTP Cede):
Hoechst-Roussel\Agri-Vet Company
Route 202-206 Bkdm. 1

PO Box 2500

08 76~- 1258

e named psaticide is herehy

On the basis of information furnished % /
e and Rodenticide Act

registered/reregistered under the Feder§l Insecticide, Fungicig

Gr recommendafzion of this product by the Agency.
; igtrator, on his motion, may at any time suspend or
gordance with/the Act. The adceptance of any name in connection "

Registration is in no way to be conatrusdlg
In prder to protect health and the environ
cancel the registration of a pesticide in a

This product is unconditj ally registered in accordance with
FIFRA sec. 3(c) (5). Once a gesticide is registered, however, it
is not regarded as permanepnfly acdgeptable. Registration does not
eliminate the need for coptinual reassessment of pesticides. If
the Agency determines thgt, at any %Xime, additional data are
required to maintain in/effect an ex\gting registration, the
Agency will require sybmission of such data under FIFRA section

(3) (c) (2) (B) .

1. Make the
Registration Numbgr to read,

Revige the EPA
EB451-1",

Following label change:
"EPA Reg. No.

final printed label
plied with, the

s gbmit two copies of the revise
for the record. 1If these conditions are not c

registration A#4ill be subject to cancellation in “gccordance with
FIFRA sec. §(e). Your release for shipment of thg product
constituteg acceptance of these conditions. A sta

label is gnclosed for your records.

George Z'. LaRocca
Produ Manager (13)
Insegticide-Rodenticide Branch

Reg¥stration Division (H7505C)

Ielow P— e




DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS

GUARANTEED WATERPROOF

KILLS FLEAS FOR 11 MONTHS

KILLS TICKS FOR 7 MONTHS

ODORLESS

FITS DOGS WITH NECKS UP TO 21”

GUARANTEED OR YOUR MONEY BACK

WETTING WILL NOT IMPAIR THE COLLAR’S
EFFECTIVENESS

MAY BE WORN WITH REGULAR COLLAR
PATENTED INSECTICIDE RELEASE TECHNOLOGY

AV N S A N

ACTIVE INGREDIENT: Percentage by Weight

Deltamethrin [(s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3- 4.0%
(2,2-dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate]

INERT INGREDIENTS 96.0%

Total 100.0%

CAUTION: Do Not Let Children Play With This Collar

See Side Panel for additional Precautionary Statements

EPA Reg. No. 68451-1 EPA Est. No. 68451-FRA-1 NET CONTENTS: 1 Collar

NET WT. 1.1 oz
ACCEPTED
_vith COMMENTS
Roussel Uclaf, S.A. BERA Lt
Division Sant€é Animale )
102 route de Noisy § JUN S -
93235 Romainville, France Under the Felon, et May 14, 1996

ded, for the pesticide
registered under EPA Rea. No.

et L
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DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS

GUARANTEED 11-Month Flea Killer
GUARANTEED 7-Month Tick Killer

Deltamethrin 4% Collar provides full season, 11-month flea-killing power (and 7-month protection against ticks). It’s guaranteed!

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:

Do not open protective pouch until ready to use. Do not let children play with this collar.

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with skin, eyes, or
clothing. Wash thoroughly with soap and water after handling. Do not use this product on cats. Do not use on puppies
less than 3 months of age.

This product is not recommended for use on debilitated, aged, pregnant, medicated, or nursing animals. Consult a
veterinarian before using. .

STATEMENT OF PRACTICAL TREATMENT

IF SWALLOWED: Call a physician or poison control center. Drink one or two glasses of water and induce vomiting by
touching back of throat with finger. Do not induce vomiting or give anything by mouth to an unconscious person.

IF ON SKIN: Wash with plenty of soap and water. Get medical attention.

IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists.

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Other
pesticides are not necessary and therefore should not be used on dogs while collar is worn.

DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a manner inconsistent with its
labeling,

Deltamethrin 4% Collar contains Deltamethrin insecticide, one of the longest lasting flea and tick killers available for use
on dogs. The Deltamethrin 4% Collar has been specially formulated using patented insecticide release technology.
Because of the long duration of activity of the Deltamethrin 4% Collar, maximum effectiveness may not occur for 2 - 3
weeks after collar placement. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the
dog’s environment that may reappear on your pet will be killed. Collar will kill ticks including Brown dog tick
(Rhipicephalus sanguineus) and American dog tick (Dermacentor variabilis). Ticks appear on dogs in 3 stages. In the 1st
two stages, ticks are smaller than a matchhead and are difficult to see. The collar will also control these immature stages.
This collar provides effective tick control for up to 7 months. If ticks are a problem, this collar should be worn
continuously.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off close to the buckle and dispose of excess
length by wrapping in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed
between collar and dog’s neck. Living and rest areas of pet must also be treated with appropriate pest control measures to
ensure control of pests. Dogs should be examined from time to time and the collar replaced when mature flea or tick
populations begin to reappear. Wetting will not impair the collar’s effectiveness or the pet’s protection. If the dog goes
swimming or is out in the rain, it is not necessary to remove the collar. Replace when effectiveness diminishes.
Deltamethrin 4% Collar may be used in addition to regular collar. Use only one flea collar at a time.

STORAGE AND DISPOSAL: Store in original, unopened container, away from children. Do not reuse
container or used collar. Wrap in newspaper and put in trash.

NOTICE: Buyer assumes all responsibility for safety and use not in accordance with directions.

ONE SIZE FITS ALL - TRIM TO SIZE
Ths collar is designed to fit 99% of all dogs. In the rare instances (for
example, well developed St. Bernards or Mastiffs) the collar may be
short. If found short for your dog, return to the address on top panel of
box for full purchase price refund.

May 14, 1996
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Hoechst-Roussel Agri-Vet Company

Route 202-206 Bedm.1 PO Box 2500 Somerville, NJ 08876-1258

Telephone (908) 231-3426 Fax (908) 231-4462 E-mail Lauberi@bed1po1.hcc.com

May 14, 1996 Z}/
Z

Mr. George T. LaRocca

Office of Pesticide Programs C/ '

Document Processing Desk (APPL) c [ z[ﬁ Mec —M ron
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway d {
Arlington, VA 22202 04 Ce [ A~

Dear Mr. LaRocca:

Subject: Registration Application
Deltamethrin 4% Collar
EPA File Symbol 68451-R
Your Letter Dated May 2, 1996

You indicated in your letter that the subjeé.t product is acceptable for registration
provided that we agree in writing to the following:

1.Submit a summary of efficacy data demonstrating control of fleas
and ticks that are consistent with labeling claims. This information to
be submitted to the Agency within 3 months of the date of the
registration notice

2. Make labeling changes : o .:

We agree to supply to the Agency a summary of efficacy data dem@h¥tfdting |, °,
control of fleas and ticks within 3 months of the date on the Notice qQf Begistratim.“

| am enclosing three copies of final printed labeling in which | havé J6ttrporattrd *
all the changes that you requested. e . oo

L L
esee
seee

L] L]

.0 L]
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| believe all is in order and that the Notice of Registration can be issued. Thank

you in advance for receipt of the Notice.

Sincerely yours,

John J. Lauber, Ph.D.
Manager, Biologics & Pesticide Product Registration
Agent for Roussel Uclaf, S.A., Division Santé Animale

Enclosure

cc by e-mail

L. Ahiman

A. Benitz

C. Chieze

R. Dodemaide
A. Donoghue
C. Focheux

D. Frey

PY Kravtchenko
R. Muser

JP Scheid
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

02 Mﬁrjﬂn

Mr. Jack Lauber
Roussel Uclaf
Hoechst-roussel Agri-Vet Co.

Route 202

-2026
PO Box 2500, Bedm.
Somerville, NJ

3d
08876-1258

Dear Mr. Lauber:

Subject:

The

il
"

Registration Application
Deltamethrin 4% Collar

EPA File Symbol 68451-R
Your Letter Dated August 11, 1993

will be for

acceptable
registration under FIFRA sec. 3(c) (7) (A) and (B) provided that you
agree in writing to:

product referenced above

Submit a summary of your efficacy data demonstrating
control of fleas and ticks that are consistent with
labeling claims. We request this information be
submitted to the Agency within 3 months of the date of
this registration notice.

And make the following labeling changes:

2.

o

Revige your Statement of Practical Treatment as follows:
IF SWALLOWED: Call a physician or poison control center,
Drink one or two glasses of water and induce vomiting by
touching back of throat with finger. Do not induce
vomiting or give anything by mouth to an unconscious

person.

IF ON SKIN:
Get medical attention.
plenty of water.
persists.

IF ON EYES:
Call a physician if

Refer to your copy of the May 16,
Review Section review for complete information on your
product’s acute toxicity profile.

Wash with plenty of socap and water.
Flush eyes with

irritation

1995 Precautionary

COMCURREMNCES
SYMBOL
mn"ms CETY T T ] CELE = ] mersddassaissflavtnenrudgn senana e gand L] LTl . o
P bal AALLELITTITTNTLLT PRLTTT R A P TTLY (YRR AP PP RR LY XTI PR R Ll (LY LR L L Ll e L]
EPA Form 1320-1A (1/90) Printed on Recycled Paper OFFICIALFILE COPY

*U.S. GPO: 1884-522-503/62085



2 3 Revise the heading so it reads Hazards to Humans
and Domestic Animals. Also, revise the gtatements
so that they read "Harmful if swallowed or absorbed

= . through skin. Causes moderate eye irritation.

: Avoid contact with skin, eyes, or clothing. Wash
thoroughly with socap and water after handling. Do
not use this product on cats (note: this sentence
should appear in beld). Do got use on puppies less
than 3 months of age.

4, Revise the statements regarding sick or convalescing dogs
b//*to read as follows: "This product is not recommended for
ugse -on debilitated, aged, pregnant, medicated, or
gnant animals. Consult a veterinarian before using."

4

5. Deletzﬁtha statement "Initial use of collar is to be in
conjunction with dip or dust." Your product should not
depend on other products for efficacy. If this collar is

~ part of a flea control program you should list specific
(active ingredient) products to be used. Depending on
the type of product (s) chosen and the rate of application
we may require additional domestic animal safety and/or
efficacy. data.

6. Delete "..and deer tick (Ixodes scapularis) which may
.~ carry Lyme disease." This is a public health claim which
requires the submission of supportive efficacy data.

7. Delete the claims "new molecule - first collar formulated
with a pyrethroid" and "one of the longest lasting flea
and tick killers...etc.™" There are other pyrethroid

% collars registered. Also words or phrases implying that

5 a product possesses unique characteristics because of its
composition are not acceptable. You may use the word new
or new formulation for a period of six months following
the notice of registration.

8. Under the signal word we recommend revise "Keep out of
\ .~ the reach of children" to "Do not let children play with
o this cecllar."

{aj’ Singularize the term Active Ingredients. Your product
contains only one active ingredient.

10. /Delete the asterisk and have the chemical name follow the
common name in the ingredient statement. Deltamethrin
was registered in the U. S. two years agc and is not
considered a commonly recognized name in the U. 8.

You will submit three copies of your final printed labeling
before you release the product for shipment.
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The "Notice of Registration" will be issued when you have

‘agreed in writing to the conditions stated above and submitted
corrected labels. ]

THIS LETTER DOES NOT CONSTITUTE REGISTRATION AND THE PRODUCT
MAY NOT BE LAWFULLYIMARKETED_UNT;L.IT IS REGISTERED.

Please respond within 75 days from the date of this letter

‘stating your intentions to comply with the informatiomn/data

requests cited above. If rio resubmission is received during the
75-day perlod ‘the application will be admlnlstratlvely withdrawn.

Slncerely,

George T. LaRocca
Product Manager 13 -
Insecticide-Rodenticide Branch
Registration Division (7505C)
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Hoechst-Roussel Agri-Vet Company /

Route 202-206 Bedm.1 PO Box 2500 Somerville, NJ 08876-1258
Telex 833-449 Cable Hoechstus, Somerville, NJ

Telephone (908) 231-34268 Fax (908) 231-4462

August 22, 1995

Mr. George T. LaRocca (PM 13)

Office of Pesticide Programs (H7505C)
. U.S. Environmental Protection Agency

401 M Street, SW

Washington, DC 20460-0001

Subject: Deltamethrin 4% Dog Collar
EPA File Symbol 68451-R (previously EPA: File Symbol 432-TTO)

Dear Mr. LaRocca:

As the authorized representative and principal contact of Roussel Uclaf,
S.A., Division Santé Animale, | am responding to the questions raised in a
Product Chemistry Review concerning the Deltamethrin 4% Dog Collar.

. By way of background, on August 11, 1993, Roussel Uclaf Corporation
{(now AgrEvo Environmental Health) submitted a Registration Application
(plus supporting information) for the registration of Deltamethrin 4% Dog
Collar. The pending registration was assigned EPA File Symbol 432-TTO.
On March 23, 1995, the pending registration was transferred to Roussel
Uclaf, S.A., Division Santé Animale. The pending registration was assigned
EPA File Symbol 68451-R. On April 13, 1995, Mr. John Hebert of your
staff provided me with the Product Chemistry Review dated December 28y,

1993- LR
Tl

The Product Chemistry Review raised the following requirementss.. .

1. Revise the label ingredient statement ":::: dungs

2. Revise the Confidential Statement of Formula by correcting thes CAS # for
deltamethrin 3

- & -
LLED )
" sad

- - ®
L L] .
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*Product ingredient source information may be entitled to confidential
treatment*

3. Revise the manufacturing process relative to temperature (Fahrenheit or
Centigrade).

4. Provide information concerning Corrosion Characteristics, Storage
Stability, and Flammability

5. Provide additional information concerning three inert ingredients
previously not approved for use in dog collars

Our response to these requirements is as follows;
1. Revision of the Label Ingredient Statement

Attached you will find a revised label which positions the ingredient
statement as specified in the product chemistry review. The name and
address of the registrant was also revised because of the transfer of the
pending registration.

2. Revision of the Confidential Statement of Formula

While not stated in the product chemistry review, the Confidential
Statement of Formula needs to be revised to reflect that the Deltamethrin
Technical used in making the Deltamethrin 4% Dog Collar is
I -ctivc as indicated on the Confidential Statement of Formula
dated August 11, 1993. Attached you will W
Statement of Formula revised to reflect the

In addition, | have corrected the CAS # for deltamethrin and revised the
amounts in Sections 13 and 14 to reflect the very slight change in
introducing a Deltamethrin Technical of lower concentration, and its slight
effect on the concentration of solvent used in making the product. Also, |

have revised Sections 1, 2, and 6 to reflect the new registrant Roussel
Uclaf, S.A., Division Santé Animale.

3. Manufacturing Process Revision

[ L2 2]

On page 6, CONFIDENTIAL ATTACHMENT, Volume 1 of the August 11¢__, . *
1993 submission concerning the Manufacturing Process, all temperatures. .

shown should be ° F. A corrected page is attached. o
4. Corrosion Characteristics, Storage Stability, and Flammabili}y:..; 5.'.:"

With our submission dated August 21, 1995, we submitted a fégdkt which,”
will satisfy the Product Chemistry requirements for Corrosion Characteristlc.s
and Storage Stability. “etos’
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Concerning flammability, the Agency states in its Guidelines Ref. 63-15 (40
CFR 158.190) that flammability data is “required if the product contains
combustible liquids”. Deltamethrin 4% Dog Collar does not contain any
liquid combustible ingredients. It is not flammable and consequently, a
flammability test was not performed.

5. Inert Ingredients Not Approved for Use in Dog Collars

Information concerning the three inert ingredients previously not approved
for use in dog collars has been submitted to the Agency under separate
cover.

If you have any questions or require additional information, please do not
hesitate to contact me. Thank you in advance for your help concerning the
registration of Deltamethrin 4% Dog Collar.

Sincerely yours,

el

John J. Lauber Ph.D.
Manager, Product Registration

Attachments
Revised label (5 copies), revised CSF, revised p.6 of CONFIDENTIAL
ATTACHMENT pertaining to manufacturing,

[ o

L. Ahlman

C. Chieze

A. R. Donoghue

D. Frey

P.-Y. Kravtchenko

R. K. Muser .::::.

L. Poly %

J. P. Scheid

M. Trausinger /95 08 17¢ At ‘.
..:o.. .lo.l




DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS

—m—— ——

GUARANTEED WATER PROOF

KILLS FLEAS FOR 11 MONTHS

KILLS TICKS FOR 7 MONTHS

NEW MOLECULE - FIRST COLLAR FORMULATED WITH
PYRETHROID

ODORLESS

FITS DOGS WITH NECKS UP TO 21"
GUARANTEED OR YOUR MONEY BACK

ONE OF THE LONGEST LASTING FLEA

& TICK KILLERS AVAILABLE FOR USE

ON DOGS

WETTING WILL NOT IMPAIR COLLARS
EFFECTIVENESS :

v MAY BE WORN WITH REGULAR COLLAR

v PATENTED INSECTICIDE RELEASE TECHNOLOGY

CLLNN S«

<

ACTIVE INGREDIENT: P :
Deltamethrin* Seent ?oﬁe'ght
INERT INGREDIENTS 96.0%
Total 100.0%

* (s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3-
(2-2dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate

CAUTION: Keep out of reach of children

See Side Panel for additional Precautionary Statements

NET CONTENTS:_1 Collar_ AL
NET WT. 1.1 oz
l..l.'
sdeese ®
EPA Reg. No. 63451- EPA Est. No, ¢ * % Auge 22, 1995
[ EEXER] L ] L X ]
L ] a
il 0"0“
LI TN Y] *e @
Roussel Uclaf, S.A. setee” 2
Division Santé Animale % 0
102 route de Noisy
93235 Romainville, France ot 3%
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Page 2 of 2

DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS

GUARANTEED 11 Moath Flea Killer
GUARANTEED 7 Month Tick Killer

Deltamethrin 4% Collar provides full season, 11 month flea killing power (and 7 month protection against ticks). It’s guaranteed!

FRECAUTIONARY STATEMENTS

HAZARDOQUS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:

Do not open protective pouch until ready to use. Do not allow children to handle this collar. Harmful if swallowed or absorbed through
skin. Avoid contact with eyes, skin or clothing. In case of contact, immediately flush eyes with plenty of water. Immediately get medical
attention if irritation persists. Do not use on sick or convalescing dogs. Do not use this collar on puppies less than 12 weeks of age.

STATEMENT OF PRACTICAL TREATMENT: If swallowed, call physician or Poison Control Center. If im eyes, flush with plenty of
water. Get medical attention if irritation persists. It is not advisable to use this collar or similar pesticides on puppies less than 12 weeks

of age. .

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Do not use on sick or
convalescing dogs. Other pesticides are not necessary and therefore should not be used on dogs while collar is worn.

DIRECTIONS FOR USE It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

Deltamethrin 4% Collar contains Deltamethrin insecticide, one of the longest lasting flea and tick killers available for use on dogs. The
Deltamethrin 4% Collar has been specially formulated using patented insecticide release technology. Because of the long duration of
activity of the Deltamethrin 4% Collar, maximum effectiveness may not occur for 2-3 weeks after collar placement. Initial use of collar
is to be in conjunction with dip of dust. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dogs
environment that may reappear on your pet will be killed. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus),
American dog tick (Dermacentor variabilis) and deer tick (Ixodes scapularis) which may carry Lyme disease. Ticks appear on dogs in 3
stages. In the 1st two stages, ticks are smaller than a matchhead and are difficult to see. The collar will also control these immature stages.
This collar provides effective tick control for up to 7 months. If ticks are a problem, this collar should be worn continuously.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off close to the buckle and dispose of excess length by wrapping
in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed between collar and dogs’s neck.
Living and rest areas of pet must also be treated with appropriate pest control measures to ensure control of pests. Dogs should be
examined from time to time and the collar replaced when mature flea or tick populations begin to reappear. Wetting will not impair the
collar’s effectiveness or the pet's protection. If the dog goes swimming or is out in the rain it is not necessary to remove the collar.
Replace when effectiveness diminishes. Deltamethrin 4% Collar may be used in addition to regular collar. Use only one flea collar at
a time.

STORAGE AND DISPOSAL: storein original, unopened container, away from children. Do not reuse container or used
collar. 'Wrap in newspaper and put in trash.

a

NOTICE: Buyer assumes all responsibility for safety and use not in accordance with directions.

1
ONE SIZE FITS ALL-TRIM TO SIZE | s0ss
This collar is designed to fit 99% of all | S
dogs. In the rare instances (for example, oe @
well developed St. Bernards or Mastiffs) B
the collar may be short. If found short | )
for your dog, return to the address on | it *
top panel of box for full purchase price . > st
refund. !I tooocnug.zz;- 995
.‘.. e B8
L] e ®
(2 R N N J LA S
l':... L]
[ ] LR
LI L]
ssws
4 ane
L] - &
.0 L]
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o | % UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
¢ WASHINGTON, D.C. 20460
7]

NOV 16 1993 OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
MEMORANDUM
SUBJECT: EPA Id# 000432-TTI. Deltamethrin: Review of a
domestic animal safety study with the product
"Deltamethrin 3% Collar".
TOX CHEM No.: 463B
PC No.: 097805
Barcode No.: D194602
Submission N S446520
FROM: John Doherty
Section IV, Branch I
Health Effedtg Division (7509C)
TO: George LaRocca/John Hebert

Product Manager #13
Registration Division (7505C)

THROUGH : Marion Copley, DVM, Section Head i 4%¢é%?
Section IV, Toxicology Branch I ﬂ%%%&ﬁﬂ
4

Health Effects Division (7509C)

I. CONCLUSION

The domestic animal safety study with the product
Deltamethrin 3% Collar was reviewed and determined to be [
ACCEPTABLE. No reactions to treatment were noted when one collar
(4% active ingredient worn for six months), four collars (3%
active ingredient worn for three months, or 4% active ingredient
worn for six months) were worn.

The product has been demonstrated to be safe for adult dogs.
If the registrant wishes to register the product for use on dogs
less then 3 months of age an additional study using puppies of
defined age will have to be presented.

(XY Recycled/Recyclable
QE Printad with Soy/Canolg Ink on paper that
containg af least 50% fiber




II. Action Requested

The Roussel Uclaf Company (refer to letter from Sharon M.
Johnson dated July 9, 1993) has submitted a domestic animal
safety study (MRID No.: 428890-06) with dogs to support the
registration of the product Deltamethrin 3% Collar. The study
was reviewed and the following comments apply.

III. Toxicology Branch Comments

1. The study was determined to be ACCEPTABLE and to demonstrate
the safety of the product to adult (see item 2 below) dogs. The
study demonstrated that there were no effects of wearing 3 or 4
collars equivalent to 3 or 4 times the recommended usage rate for
up to six months. Refer to the DER attached.

2. The age of the test dogs was not specified in the study
report. Therefore, the product is considered to have been
demonstrated to be safe for use on adult dogs (greater than 3
months of age). The product label should thus include in the
precautionary statement for use on dogs of greater than 3 months
of age only. Or do not use on puppies less than 3 months of age.
[Note: This precautionary statment is already included on the
draft label dated July 20, 1993.]

If the registrant wants to use the product on puppies less
than 3 months of age, the registrant will have to provide the
exact ages of the dogs used in the existing study and demonstrate
that treatment was initiated at a specified age less than 3
months.

Alternatively, the registrant will have to submit a second
study in which the treated puppies are of a defined age. For
example, if one month old puppies are treated, and the study
demonstrates the 3 fold safety factor in which no reactions are
noted, the product label can be amended to include for use of
puppies greater than one month of age. If this study is
conducted, the puppies should not have to treated for more than
two weeks and the ChE and AChE assays should not have to be
included.
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IV. Studies Reviewed

Study Identification Material MRID No.: Results Classification
86-1. Domestic animal safety 3% and 4% 428890-06 No reactions to wearing collars at ACCEPTABLE. The
study-dogs. deltamethri 3X (for three months) and 1X and 4X study satisfies
Hazleton.# HWA 2623-103. April n (for six months). the requirement
11, 1993 containing for a domestic
collars Mongrel purpose bred dogs. Control animal safety
from lots (4 collars without delta-methrin), study for adult
1103 (3%) deltamethrin treated collars: 4%, 1 dogs. An addit-
and 1104 collar for 6 months; 3%, 4 collars ional study may
(4%) . for three months and 4%, 4 collars be required to

for six months.

support the use
of this product
on puppies less
than three
months of age.
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Reviewed by: John Doherty
Section IV, Toxicology B

Secondary reviewer: Mariowr)Copley, DVM 4%?/ |

Section IV, Toxicology Branch I (7509c) 77U l ’77/9}
DATA EVALUATION REPORT

STUDY TYPE: 86-1. Domestic animal safety study (6 month-dogs)

MRID NO.: 428890-06. TOX. CHEM. NO.: 463B
PC No.: 097805

TEST MATERIAL: 3% (from lot No.: 1103) and 4% (from lot 1104)
deltamethrin fortified dog collars.

STUDY NUMBER(S): HWA 2623-103 and RBT No.: 91-135.
SPONSOR: Roussel Bio Corporation, Lincoln Park, New Jersey
TESTING FACILITY: Hazleton Washington, Inc.

TITLE OF REPORT: "6-Month Deltamethrin Flea and Tick Collar
Safety Study in Dogs"

AUTHOR(S8): Dan W. Dalgard, D.V.M.
REPORT ISSUED: April 11, 1993

STUDY DATES (in life): Initiation: November 27, 1991,
Termination June 29, 1992.

CONCLUSIONS:

No reactions to wearing collars at 3X (for three months) and 1X
and 4X (for six months).

Mongrel purpose bred dogs. Control (4 collars without delta-
methrin), deltamethrin treated collars: 4%, 1 collar for 6
months; 3%, 4 collars for three months and 4%, 4 collars for six
months.

Classification: ACCEPTABLE. The study satisfies the requirement
for a domestic animal safety study for adult dogs. An additional
study may be required to support the use of this product on
puppies less than three months of age. '

Quality Assurance Statement: Provided.
Good Laboratory Practice Statement: Provided.
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[86-1. Dogs 4% collars/1993)

All dogs survived the experiment and no treatment related
findings were noted.

2. Body weight and feed consumption.

Body weight and feed consumption were reportedly assessed
weekly. The study author maintains that there were no compound
related effects on these parameters.

TB-I considers that the body weight and feed consumption
data showed variations for which interpretation was confounded by
the fact that the dogs were mongrels and of different sizes and
there were only four dogs/sex/treatment group. Inspection of
the growth curve for females (refer to Figure 3, photocopied from
the study report attached) supports the conclusion of the study
author. The male group wearing only one collar had a higher rate
of growth than the other dogs. The report, however, asserts that
this is related to the dogs being mixed and mongrels. Since the
dogs wearing four collars (with either 3 or 4% deltamethrin) did
not also show indications of similar increased weight gain, TB-I
concurs that the weight gain pattern for the group wearing only
one collar was not affected by the presence of the deltamethrin
in the collar.

There also appeared to be an increase in feed consumption in
the dogs (both sexes) wearing 4 collars with 4% deltamethrin in
the later weeks of the study (refer to Figure 3 photocopied from
the study report attached). TB-I does not consider that the
apparent increase is conclusively related to treatment.

3. Clinical Hematology and Biochemistry

Samples of blood were taken from the jugular vein from
fasted dogs on days -7, -6, -3, 2, 4, 8, 15, 22, 29, 54 and 89
and 180. for plasma ChE and RBC AChE. Blood samples for days -
13, 25, 51 and 86 and 177 were also taken for hematology and
serum chemistry.

A. He ol . The following hematology parameters were
reportedly investigated.

cell morphology hemoglobin

corrected leukocyte count leucocyte count

erythrocyte count leucocyte differential
erythrocyte sedimentation rate platelet

hematocrit

No consistent compound related effects were noted on any of
these parameters.
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[86-1. Dogs 4% collars/1993]

REVIEW

Experimental Constants:

Test Material: Deltamethrin impregnated dog collars containing 3% (from lot
#1103) or 4% (from lot #1104) and placebo collars without deltamethrin (lot #
110C) obtained from the Roussel Uclaf Company.

Test System: Purpose bred mongrel dogs with both short and long hair were
obtained from the Hazleton Research Products, Inc. Cumberland, Virginia. The
exact age of the dogs at initiation of dosing (age of application of the
collars) was not referenced in the report.

Basic Experimental Design

Four groups of 4/sex dogs which consisted of a control
(placebo collar), low dose (usage rate or one collar of 4%
deltamethrin, actually slightly greater than the usage rate of a
3% collar), mid dose (4 collars of 3% deltamethrin) and high dose
(4 collars of 4% deltamethrin). The dogs were scheduled to wear
their collars for six months. After three months, the mid dose
group was terminated because there were no reactions noted in any
group. The control, low and high dose groups continued for the
scheduled six months.

a ical Che t

1. Release rates of deltamethrin from the collars. Sections of the 3% and 4%
collars were removed and analyzed for deltamethrin at pretest, at three and
six months to determine the rate of release from the matrix. The Analytical
report is in Appendix 11. In summary the analytical data were shown to have
release rates 120 ug/collar/day for the 3% collar at the 3 month interval.

The 4% collars were shown to have release rates of 40 and 251 ug/collar/day at
the 3 and 6 month intervals.

2. Blood levels of deltamethrin. The blood was sampled from the dogs wearing
only one collar on days 25, 51, 86 and 177 and analyzed for deltamethrin
content. The limit of assay was said to be 5 ng/ml. No detectable
deltamethrin was evident at days 25, 51 and 86. Although some evidence of < 5
ng/ml was noted for three dogs at day 177, the study report did not consider
these readings actual (referring to them as incidental). TB-I concurs and
does not consider that wearing a single collar resulted in significant levels
of deltamethrin in the blood.

Assessments and Results

1. Survival and clinical signs.

The dogs were reportedly examined twice daily for mortality
and once daily for behavioral reactions. In addition, a staff
veterinarian examined the dogs on days 1, 8, 26, 88 and 179 (in
addition to two pretreatment examinations) for dermatological and
clinical evaluations including heart and respiratory rate and
body temperature recordings.
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B. Serum Chemistry

alanine aminotransferase (ALT
albumin

albumin/globulin ratio
alkaline phosphatase
agpartate aminotransferase
blood urea nitrogen

calcium

chloride

creatine kinase

[86-1. Dogs 4% collars/1993)

creatinine

globulin

glucose

inorganic phosphorous
potassium

sodium

total bilirubin

total protein

ROC ACKE

Plasm. ChE

No consistent compound related effects were noted on any of

these parameters.

There were some instances on increased RBC AChE (including

in the preapplication period) and plasma ChE.

Increases in the

activity of these enzymes is not a recognized toxicity response.
Since there was no inhibition of these enzymes and the increases
were not related to the quantity of the collars worn, it is
concluded that the treatment did not affect these enzymes.
MoreﬁEbr, ChE and AChE are not recognized as being inhibited by
pyrethroids such as deltamethrin.

No necropsy was performed and is not considered necessary.

CONCLUSION (Study). The study is considered ACCEPTABLE. No
additional domestic animal safety studies are required at this
time. The study supports the following "one liner":

No reactions to wearing collars at 3X (for three months) and 1X
and 4X (for six months).

Mongrel purpose bred dogs. Control (4 collars without delta-
methrin), deltamethrin treated collars: 4%, 1 collar for 6
months; 3%, 4 collars for three months and 4%, 4 collars for six
months.
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HWA 2623-103
FIGURE 3 — MEAN FOOD CONSUMPTION

{4

120




FIGURE 2 — MEAN BODY WEIGHTS
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WASHINGTON, D.C. 20460 \
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AAX TRANSMITTA}\ #Dipagssb;

Kol [l Mo~
/fﬁy%%Qéuﬁvsﬂﬁffﬂfi OFFICE OF

(T 7/ PREVENTION, PESTICIDES AND
2¢ TOXIC SUBSTANCES
5099-101 GENERAL SERVICES ADMINISTRATION

iﬁ Y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
g

MEMORANDUM

Subject: EPA File Symbols: 432-TTI / 432-TTO

From: Mark J. Perry, Biologist 50
Precautionary Review Section ;L‘Lﬁﬁ
. Registration Support Branch &
Registration Division (7505W)
To: G. LaRocca, PM-13 / J. Hebert
Registration Division (7505C) =y W
Applicant:Roussel-Uclaf Corp. G i = :tﬁﬁ?g? T
95 Chestnut Ridge Road ‘?Oc.?‘l | ’23 LA 2.

Montvale, NJ 07645

FORMULATION FROM LABEL:

. % by wt.
Active Ingredient(s): Deltamethrin ...... ¢ s s v w Bl
Inert Ingredient(s): ......... 24 B ¥ e = veeessses 96,0
Total: 100%

Recycled/Recyc|
(é}?? Printed with SOyICanl:ITI.d( on paper that

wnﬂmlhﬂ&%mﬁeﬁﬁbﬂ




BACKGROUND

' Roussel-Uclaf Corporation submitted acute oral, acute dermal, eye irritation,

dermal irritation and dermal sensitization studies, as well as an acute inhalation waiver

request for review. The studies were performed with the Deltamethrin 4% Collar (EPA .

File Symbol 432-TTO); the registrant has requested that these studies also support ;

reg1strat10n of the Deltamethrin 3% Collar (EPA File Symbol 432-TTI). Both products are [

insecticidal dog collars containing deltamethrin as the only active ingredient. | ‘
The performing laboratory is Stillmeadow, Inc., and the assigned MRID numbers ik

are 428890-01 through 428890-05..

RECOMMENDATIONS

1. Acate Oral; Category ITI / Acceptable

2. Acute Dermal; Category I11 / Acceptable

An impermeable material, such as plastic, is recommended for semi-occlusion in
dermal toxicity studies.

3. Acute Inhalation; Waiver Accepted
PRS does not believe that this product poses a significant inhalation hazard.
4. Eye Irritation; Category I11 /- Acceptable
5. P)ermal Irritation; Category IV / Acceptable
6. Dermal Sensitization; Non-sensitizer / Acceptable
The study report failed to.specify that the concentration selected for induction and
challenge was the highest achievable concentration after moistening.
. More detailed positive control data was obtained from the performing laboratory

(attached). Although the positive control stady employed the same concentration for
induction and challenge, the data does demonstrate a sensitizing response.

LABELING

1. The recommended signal word is "caution.” ,
2. The recommended statements of practical treatment are as follows:

IF SWALLOWED: Call 2 physician or poisbn control center. Drink one or two glasses of
ter and induce vomiting by touching back of throat with finger. Do not iﬁdﬁé& vomiting
011 give anything by mouth to an unconscmus person. ;

i

-
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IF ON SKIN: Wash with plenty of soap and water. Get medical attention.
IF/IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists.

3. ?Thc recommended precautionary statements are as follows:

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid
cornact with skin, eyes or clothing. Wash thoroughly with soap and water after handling.

4. The signal word should appear on a separate line just below the child hazard warning
("Keep out of reach...").

e
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DATA REVIEW FOR ACUTE ORAL TOXICITY TESTING (81-1)

Product Manager:13 Reviewer:M. Perry
MRID No.:428890-01 Report Date:3/11/92
Testing Facility:Stillmeadow Report No.:8668-92

Author(s):J. Kuhn
Species:Rat :
Age; Young adult
Weight:1757243 g
Source:Harlan SD
Test Material:Deltamethrin 4% Collar (reduced)
Quality Assurance (40 CFR 160.12): Present -

Conclusion:

1. LDg, (mg/kg):  Males= 4218 mg/kg
Females= 3600 mg/kg
Combined= 3920 mg/kg

2. The estimated LD,, is 3920 mg/kg.

3." Tox. Category:IITI <Classification:Acceptable

Deviations from 81-1: None
Results:

(Number Killed/Number Tested)

Dosage mg/kg * _
Females Combined
. 2500 0/5 0/5 0/10
3500 1/5 2/5 3/10
5050 4/5 5/5 9/10
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; DATAIRBVIEW FOR ACUTE DERMAL TOXICITY TESTING (81-2)

,

Péoduut Manager:13 Reviewer:M. Perry
MRID No,:428890-02 Report Date:2/21/92
Testing Laboratory:Stillmeadow Report No.:8669-92
Author(s):J. Kuhn

Species:Rabbit

Weight:2.0-2.6 kg
Source:Ray Nichols
Test Material:Deltamethrin 4% Collar (reduced)
Quality Assurance (40 CFR 160.12):Present

sdmmary:
1. LCg, (mg/kg): Males= =-=-
Females= --
Combined 2020 mg/kg
2. 'The estimated LDy, is greater than 2020 mg/kg.

3, Tox. Category:III Classification:Acceptable

Deviation From 81-2: See recommendations

Results:

Reported Mortality

(NUMBER KILLED/NUMBER TESTED)

DOSAGE mg/kg

Females

2020 0/5 0/5 0/10
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DATA REVIEW FOR SKIN IRRITATION TESTING (81=-5)

Product Manager:13 Reviewer:M. Perry
MRID No.:428890-04 Report Date:2/11/92
Testing Laboratory:Stillmeadow Report No.:8671-92

Author(s) :J. Kuhn
Species:Rabbit .
Age:Young adult
S8ex:3 male, 3 female
Weight: ==
Dosage:0.5 g
Test Material:Deltamethrin 4% Collar (reduced)
Quality Assurance (40 CFR 160.12) :Present

Summary:
1. The Primary Irritation Index= --

2. Toxicity cCategory:IV
3. Classification:Acceptable

Deviations From B1-5: None

Results: No irritation was reported in any animal during the
observation period. '
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i | DATA REVIEW FOR SKIN BENBITIZAT&ON TESTING (81-6)

Product Manager:13 Reviewer:M. Perry
MRID No.:428890-05 Report. Date:3/16/92
Testing Laboratory:Stillmeadow Report No.:8672-92

Author(s):J. Kuhn
Species:Guinea pig

Weight:280-370 g

Source:Harlan SD
Test Material: Deltamethrin 4% Collar (reduced)
qu;t;ve Control Material:DNCB 4
Quality Assurance (40 CFR 160.12): Present

Method:Buehler

Summary: :
i L« According to the study results, this Product is not a

' dermal sensitizer.

| 2. Classification:Acceptable

Deviation From Bl-6: See recommendations.

Results: No irritancy response was reported in the test or naive
control animals at challenge.
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_ACUTE TOX ONE-LINER
1. PC CODE: 097805
2. CURRENT DATE: 5/12/95

3. TEST MATERIAL: Deltamethrin 4%

Study/Species/Lab/ MRID No. Results
Study#/Date

Tox.
Cat.

Core

81-1, Rat, Still- 428890-01 | LD50 = 3920 mg/kg
eadow, 8668=-92, '
3/11/92

ITI

Grade

. 81-2, Rabbit, Still- | 428890-02 |LD50 2020 mg/kg
meadow, 8669-92, : v
2/21/92

IIT

81-4, Rabbit, Still- | 428890-03 | Irritation cleared by
meadow, 8670-92, 72 hrs.
2/12/92

IIT

meadow, 8671-92,
2/11/92

81~-5, Rabbit, Still- 428890~-04 | No irritation reported.

Iv

81-¢, Guinea pig, 428890-05 | Non-sensitizer
Stillmeadow, 8672-92,

gy

II
!

. 3/16/92 :

‘Core-Grade Key:

A = Acceptable
Supplementary
Unacceptable

Al

It

S
U
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DATA REVIEW FOR ACUTE EYE

Product Mamnager:13
MRID No.:428890-03
Testing Laboratory:Stillmeadow
Author (s):J. Kuhn
Species:Rabbit .
Sex:3 female, 3 male
Weight:--
Bource:Ray Nichols
Dosage:50,4 mg

IRRITATION

TESTING (81-4)

Reviewer:M. Perry
Report Date:2/12/92
Report No.:8670-92

Test Material: Deltamethrin 4% Collar (reduced)
Quality Assurance (40 CFR 160.12): Present

Summary:

1. Toxicity category: III

2. Classification: Acceptable

Deviations From 81-4: None

Results: All ”positive” scores cleared between 24 and 72 hours

post dosing.
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DELTAMETHRIN 3% COLLAR

FLEA & TICK COLLAR FOR DOGS

GUARANTEED WATER PROOF
KILLS FLEAS FOR 6 MONTHS
KILLS TICKS FOR 4 MONTHS
NEW MOLECULE - FIRST COLLAR FORMULATED WITH
PYRETHROID
ODORLESS |
FITS DOGS WITH NECKS UP TO 21"
GUARANTEED OR YOUR MONEY BACK
ONE OF THE LONGEST LASTING FLEA
& TICK KILLERS AVAILABLE FOR USE
ON DOGS
'WETTING WILL NOT IMPAIR COLLARS
EFFECTIVENESS
. MAY BE WORN WITH REGULAR COLLAR
PATENTED INSECTICIDE RELEASE TECHNOLOGY

LA KK«

~

<

ACTIVE INGREDIENTS: BY WEIGHT
Deltamethrin 3.00%

Inert Ingredients ' - 97.00%
100.00%

* (s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3-
. (2-2dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate

CAUTION: Keep out of reach of children

See Side Panel for additional Precautionary Statements

!

NET CONTENTS: 1 Collar
NET WT. 1.1 0z

EPA REG. NO. 432- . EPA EST. NO. . CODE

Roussel Uclaf Corporation
95 Chestnut Ridge Road
Montvale, NJ 0?645
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DELTAMETHRIN 3% COLLAR

FLEA & TICK COLLAR FOR DOGS

GUARANTEED 6 Moaoth Flea Killer
GUARANTEED 4 Month Tick Killer

Deltamethrin 3% Collar provides fuill season, 6 month flea killing power (and 4 month protection against ticks). It's guaranteed!

&

FRECAUTIONARY STATEMENTS

HAZARDOUS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:

Do not open protective pouch until ready to use. Do not allow children to handle this collar, Harmful if swallowed or absorbed through
skin. Avoid contact with eyes, skin or clothing. In case of contact, immediately flush eyes with plenty of water. Immediately get medical
arention if irritation persists. Do not use on sick or convalescing dogs. Do not use this collar on puppies less than 12 weeks of age.

STATEMENT OF PRACTICAL TREATMENT: If swallowed, call physician or Poison Control Center. If in eyes, flush with plenty of
water. Get medical attention if irritation persists. It is not advisable to use this collar or similar pesticides on puppies less than 12 weeks

of age.

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Do not usc on sick or
convalescing dogs. Other pesticides are not necessary and therefore should not be used on dogs while collar is worn.

- DIRECTIONS FOR USE It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

Deltamethrin 3% Collar contains Deltamethrin insecticide, one of the longest lasting flea and tick killers available for use on dogs. The
Deltamethrin 3% Collar has been specially formulated using patented insecticide release technology. Because of the long duration of
activity of the Deltamethrin 3% Collar, maximum effectiveness may not occur for 2-3 weeks after collar placement, Initial use of collar
is to be in conjunction with dip or dust. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dogs
environment that may reappear on your pet will be killed. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus),
American dog tick (Dermacentor variabilis) and deer tick (Ixodes scapularis) which may carry Lyme disease. Ticks appear on dogs in 3
stages. In the Ist two stages, ticks are smaller than a matchhead and are difficult to see. The collar will also control these immature stages.
This collar provides effective tick control for up to 4 months. If ticks are a problem, this collar should be worn continuously.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off close to the buckle and dispose of excess length by wrapping
in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed berween collar and dogs’s neck.
Living and rest areas of pet must also be treated with appropriate pest control measures to ensure control of pests. Dogs should be
examined from time to time and the collar replaced when mature flea or tick populations begin to reappear. Wetting will not impair the
eollar’s effectiveness or the pet’s protection, If the dog goes swimming or is out in the rain it is not necessary to remove the collar.
Replace when effectiveness diminishes. Deltamethrin 3% Collar may be used in addition to regular collar. Use only one flea collar at
a time,

STORAGE AND DISPOSAL: store in original, unapened container,  away ‘from children. Do not reuse container or tsed
collar. Wrap in newspaper and put in trash.

NOTICE: Buyer assumes all responsibility for safety and use not in accordance with directions. -

g 1
ONE SIZE FITS ALL-TRIM TQ SIZE |

This collar is designed to fit 99% of all . |
dogs. In the rare instances (for example,
well developed St. Bernards or Mastiffs)
the collar may be short. If found short
for your dog, return to the address on
top panel of box for full purchase price
refund.

e
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REG. NO: 00432-TTO Submission: B452561
FILE SYMBOL: D196505
PRODUCT CHEMISTRY REVIEW FOR END USE PRODUCTS
PRODUCT NAME: Deltamethrin 4% Ceollar
Company: Roussel Uclaf Corp.
TO: 13 George LaRocca/John Hebert

FROM: Shyam B. Mathur, Chemist W”V 28 s {‘TJ

THRU: Harold Podall, BSection Head 1/. ﬂrd AL e/t /‘”‘
.nucnr..: 097805 Deltamethrin
MRID NOS. Beries 61(428935-01), Beries 62(428935-02),
Beries 63(428935-03)
Food Use( ) Non Food Use (X)
Inerts cleared: ¢ ( ) d () e () vyes (X) no ()
Inerts List 1 Other
NOTE: Inerts
are not cleared. c_o ATTACHMENT -3¢
Please provide the requested information for the following checked items:
1. [ ] Submit the specific chemistry data for your product.
.[ ] If submitted earlier, provide MRID Number(s).

2. [ 1 Your product is not sufficiently similar to the product you referenced.

3. In reference to the confidential Statement of Formula (CSF), please provide
the following information of your product:

[ ] a) pPH of a specified water dilution.

[ ] b) Density
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-2-

[ ] ¢) The upper and lower certified limits based on the pure active
ingredients rather than the technical or concentrate.

[ ] d) The upper and lower certified limits of the individually added
inerts.

4. Based on the current CSF (dated ), your product will not meet the
label claim for the active ingredient. Please revise the label or the CSF so

that the information agrees.

5. Provide the chemical identify of all components, the percentage
composition, CAS Registry Numbers, and Material Safety Data Sheet (two copies)

for the following compounds:
6, In the proposed labeling, provide the following information:

. [ ] a) Update the label Storage and Pesticide and Container Disposal
Statements in accordance with [ ] PR Notice 84-1 for non-aerosol
containers for houses and institutional uses of [ ] PR Notice 83-3

for all other uses.
[ ] b) Add the heading to the label per 40CFR§172-6(a)l.

[ ] €¢) Under the heading PHYSICAL OR CHEMICAL HAZARDS, list the product as
extremely Flammable (because your product contains flammable
propellents). 40CFR§156.10(i)2(ix).
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If the solvent has insecticidal activity provide the EPA
Registration Number, if does not it should be removed from the
active ingredient statement and added to the total percentage of the

inert ingredients.
Add a footnote to the inert ingredients indicating: Contains

petroleum distillates, xylene or xylene-range aromatic solvent.

Since your data matrix does not provide a dielectrical breakdown
voltage, you must add the following statement to the physical or
Chemical Hazards heading;

Do not use this product in or on electrical equipment due to the
possibility of shock hazard.

The terms active ingredient(s) and inert ingredients should be in
the same type size, be aligned to the same margin and be equally
prominent.

7. In reference to the product specific data requirements, provide the
following information:

[ ] a) Statement of Composition: A complete description of the

manufacturing formulation process. Describe equipment used, mixing
time, temperature, pressure, etc. The Registrant described the full
formulation procedure for this product; the process, the quantities
and the order of addition is described in Attachment-1. (MRID No.
428935-01)
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[ 1] b) Discussion of Formation of Unintentional Ingredients: The Registrant
provided following information on this topic[MRID No.428935-01]:
No unintentional inert ingredients are introduced in the blending
or the filling processes. No unintentional inert ingredients are
introduced by the market containers or by storage in them.

[ ] c) Certification of Limits: Upper and lower limits or each active and
individually added inert component. The Registrant submitted a
CSF (dated 08/11/93) for Basic formulation of the product.

[ 1 d) Analytical Method: Provide the methods used to analyze for the
active ingredients or a full reference for a published method or
MRID Number(s). The Registrant submitted data on Series 62 under
MRID No. 428935-02). S8ee Attachment-2.

Series 63: MRID No. 428935-03

[ ] e) Color: In common terms: White [S8OP C-30]

[ 1 £) Physical State: 8olid [SOP C-31]

[ ] g) Odor: Odorless [8OP C-33]

[ 1 h) Density/Sp. Gravity: 72 lbs/cubic foot to 88 1lbs/cubic foot
[S8OP C-35]

[ 1 i) pH: Not Applicable. The product is not dispersible in water.

[ 1 j) Oxidizing or Reducing Action: This product does not have the
potential to act as a strong oxidizing or reducing agent.

[ ] k) Explodability: This product possesses no explosive potential.

.[ ] 1) Viscosity: Not Applicable, the product is a solid.

[ ] m) Miscibility: Not applicable as the product is not emulsifiable
and is not intended to be diluted with both water and petroleum
distillate.

[X] n) Corrosion Characteristics: The Registrant did not provide any data
on this topic.

[ ] o) Dielectric Breakdown Voltage: NA as the product is not intended to
be used around electrical equipment.
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*Product ingredient source information may be entitled
to confidential treatment®

-5-

[X] p) Storage Stability: The Registrant did not submit any data on this
topiec.

[X] gq) Flammability: NA. The product is solid.
NOTE: This needs further explanation

8. [ ] The following is the regulatory status of the inert ingredients under
40CFR 180.1001 for the exemption of the requirement of a tolerance.

9., Other

Note to PM: Inter-office

Please notify the Registrant :

.J. To correct the label as described in 6(g) [40CFR§156.10(g)]

(2). To submit data on Storage stability(7p) and corrosion characteristics
(7n).

(3). To ask the Registrant whether the Flammability test was done with this
product or not? The product being solid does not mean that it can not be
Flammable.

(4). To use same units for temperature(C or F)during describing the
formulation process(8eries 61-2). Request them to provide information
on it, mixed units were used when the process is described
(MRID No. 428935-01).

(5). To correct the CA8 No. of the AI Daltamethrin in the CSF submitted
B/11/93.

)

SUMMARY ATTACHED
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TABLE 1: SUMMARY OF PRODUCT CHEMISTRY DATA REQUIREMENTS

GLR # TITLES

Series 61-Product Identity and Composition (40CFR158.155, 160, 162, 165 &
167)

61-1 Product Identlty & Disclosure of Ingredients A
61~2 Description of Starting Materials & Manufacturing Process A
61-3 Discussion of Formation of Impurities A

Series 62=-Analysis and Certification of Product Ingredients (40CFR158 170,

6 & 180)
-1 Preliminary Analysis of Product Samples NA
62=2 Certification of Ingredient Limits a

62-3 Analytical Methods to Verify Certified lelts

63-3 Physical State A

R RS e R

63-5  Melting Point T e
.-6 Boiling ;;int s - NA
'63-7  Density, Bulk Density, or Specific Gravity DRSNS -
E N R A IR -

63-9  Vapor Pressure T e
'63-10 Dissociation comstant -
'63-11  Octanol/Water Partition Coefficient o T m
‘63-12 pn P TP O = e emn o SO

63-13 -_Stabilit;- S i VNN IS PESE e L S i % N;
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Oxidizing Or Reducing Action a
63-;; Flammability A(?)
63-16 E;plodability T .\

63:;; Storage stabiizty o ) ) S _;;__
63-18 Viscosity e ;;--
-;3-19 Miscibility - - ) NA-
63—20-- cOrro;z;;-aﬂaracteristics T ) T DG
-21 Di;I;ctric Breakdown Voltage ) ) ) A

A - Acceptable

W - Waived

NA - Not Applicable
DG - Data Gap

A(?) - Acceptable with
Reservations

Reviewer

Section Head

Date:
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*Confidential Statement of Formula may be entitled to confidential treatment*

ATTA NT—~1

DP BARCODE D196505 SUBMISSION S452561 REG. No. 432-TTO CHEMICAL
097805 Deltamethrin PRODUCT Deltamethrin 4% Collar COMPANY Roussel

Uclaf Corporation.

61-1. Product Identity & Disclosure of Ingredients

MRID No. 428935-01)

The Registrant submitted a CSF(Dated 8-11-93) which contains following inert
ingredients not cleared by the agency:




TTA NT-1 Contd..

DP BARCODE D196505 SUBMISSION 5452561 REG. No. 432-TTO CHEMICAL
097805 Deltamethrin PRODUCT Deltamethrin 4% Collar COMPANY Roussel
Uclaf Corporation.

61-2. Description of Beginning Material & Manufacturing Process
(MRID No. 428935-01)

Beginn aterials:

Manufacturing Process:

~JUSW]ES]] [EJUSPIJUOD O] pepiua 8q Aew uoneuojul sseooid Buunjoeinuep,
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ATTA NT-2

DP BARCODE D196505 SUBMISSION S452561 REG. No. 432-TTO CHEMICAL
097805 Deltamethrin PRODUCT Deltamethrin 4% Collar COMPANY Roussel

Uclaf Corporation.

Series 62. (MRID No. 428935-02)

62-1. Prelimi is This product is not produced by an integrated
formulation system, therefore, preliminary analysis is not required
[40CFR§158.170].

92. Certification of Ingredient Limits
See the CSF given in Series 61-1.

62-3. Analyti ethod to verify c ified limits:
Determination of Deltamethrin in collars:

the amount of the AI in the collar is determined by using reversed phase HPLC
system. A portion of the collar is sliced into very thin crossections, then
extracted(using a Ultrasonic bath) with acidified acetonitrile. The solution
was then filtered and injected into stabilized HPLC system. Results are quan-
tified using peak area measurements with an external standard.

uitable liquid chromatograph equipped with a UV detector and electronic
egrator was used under isocratic conditions:
Column: Supelco LC-18, 25 cm length, 2.1 mm ID, 5 micron particle size.
Detector: 254 nm(UV wavelength)
Mobile Phase: 80% Mobile phase A[mix 99.8% acetonitrile and 0.2% glacial
acetic acid and filter through 0.22 g Nylon 66 filter and degas]

20% Mobile phase B[ mix 99.8% deionized wtaer and 0.2% glacial acetic acid
and filter through 0.22 g Nylon 66 filter and degas].

Flow Rate: 0.35 ml/ min.

Chart speed: 0.5 cm/min.

Run time: 20 min.

Sample loop volume: 5 ul
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ATTACHMENT-2 Contd....

DP_BARCODE D196505 SUBMISSION S452561 REG. No. 432-TTO CHEMICAL
097805 Deltamethrin PRODUCT Deltamethrin 4% Collar COMPANY Roussel
Uclaf Corporation.

Series 62. (MRID No. 428935-02)

Calculations:

Asarq:il e X Wstd X Pstd
% Deltamethrin =

Agtq X Wsanple

Agaple = average peak area of deltamethrin in sample chromatogram

Aiq = average peak area of deltamethrin in reference standard chromatogram
Wstg = weight of deltamethrin standard

Wsample = Weight of collar sample

4 = % purity of deltamethrin standard.
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¢ * CHEMICAL NAME/PESTICIDE CHEMICAL CODE (PCC)  —

] ' - .
REQUEST FORM
pTrRermErT e [I- 0. (T
s 2f
REQUESTOR NAME: __ SHYyA™M 3. MATHVE REQUEST DATE: 2. /28 /
TEL:(__)3o%-637¢ ORG:__ PcRS/RS/S /RD ROOM: MAIL CODE:_{+ 1757 & w
(oIV./BR/8¢6.)

CSF ATTACHED:
YES If CSF is attached complete Item A and the chemical name in Item B.
NO If CSF is not attached complete Items A through C.

A. INFORMATION REQUIRED:

v’ Lhack Applicable Category

(1 Provide PCC and Tolerance Exemption Status For Food-Use Inerf: Ingredient(s)
Provide PCC for Non-Food Use [nert Ingredient (s)
Provide PCC for Active Ingredient(s)

[ Provide PCC for Dye

[ Determine if Fragrance is Acceptable for Use in Formulation

(] Other (Describe):

B. INGREDIENT INFORMATION:

C. PESTICIDE PRODUCT INFORMATION:

EPA Reg. NoJFile Symbol: 422-T 1 p  ProductNsme:_Deldawejtiveny 7% collav
Registrant: Qenjcco /| Uclaf cavboneadion Foad-Use Pesticide: [] YES [ NO

Percent in Formulation (For Fragrance/Dyes only): a

*Once completed, this form may be entitled to treatment as CBI under section 10 of FIFRA. If so, 4428d FIFRA
CBI cover should be affixed to the request form and the document handled accordingly.

Juauijeal; |eljuspljuod o} pajjijua aq Aew uonewsoul juaipaibul Paul,
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
M b . -WASHINGTON, D.C. 20460
* MAR 23 19%, - : |
g f . o \ x : mo‘g : &,
_Roussel Ualas; B.A,,. - ¥ _ S
¥ . "Division Sante Animale —a . : 3
R c/o ‘Mr.- John J. Lauber S BT A N
' Hoechst-Roussel Agri-Vet Company “l
Route 202-2026, P.O. Box 2500, Bedm. 31 ., . v 18
Biile F Smnerville, NT - 08876’0 1258% - 2 \ _ wah '
g u," R Ty ,} g ; Al v o ey . . s |
: . Dear Mr. Lau.ber. R AT e - g
e j - RS el . # S e o
G i Subject:. 'Transfer of Pend:.ng Pest:.cnde Regrietrat:.one Prott, SRR i |
Pt gt U5 J cO@a.ny Number 432 to Company Ntmber 68451 ‘ = S vy 7
= TS Pursuant to. your requeet in ‘your letter and tranafer iy 2 i
her agreement of February 14, 1995, we have approved the transfer of
) . the following pending registra.t:.ons from ‘AgrEvo Enviropmental- 1
. <. - Health, Inc.,” company number 432, to Roussel Uclaf, S.A., - -
“... . Division sante Anima.le, company number 68451. ;,. S ST
(B Mt ‘The effective date ogthese changes is the da.te ©of th:l.e o3 Ny e K
S sSad letter N ‘ - e e d-
- New ERA . "t S

e A Ly @ﬁﬁm% s.,.-;w.,fH

Deltamethrin 43" Collar isa45173 N

e 's845 1 N
J - A ” i o y Sk
.‘ 3 ‘ - |‘ - -

‘7" The products J.isted a.bove are pending registratione and.

wr

-l -'-therefcre can.not -be marketed until’ ‘they have been registered. = @
PR Rttt TR 0 T AT e T LN s SR
. = "\ 'I'he transferred pending‘%regletration will have the.game = % o2 .
» - etal:us under the Federal Inseecticide, Fungicide and Rodent:.cide TN
. % Act;'as amended,_7 USC 136 et seq., as it had prior to. the V,ﬁ%,ﬂﬂ
¢ < Fia appr io this tra.uefer.w . B
- xﬁ:‘;rﬂ' - ? -
iy 8 ' s
Sy b4 I*. ;
1 I. I | O
T T — -




R o R - . i £ T - Pl ' 1 . ki £ O

3. e apy —_ F P =y g o - A ) : o
2 e 7Ty Nw Sy PO 0 T e B . - 10, - : X

, When registratlons are transferred from one company toc a
second company, all restrictioms, data requirements, conditions
. (suspensions), and deadlines existing on the registrations are
* transferred with the registrations. . The new company is .
responsihla for adhering to or complying with all such e e o
restrictions, etc. on the.acquired products. A

'an

- e | regard to deadlines,.. the t:ra.nsf.aree- compa.ny is
- 3 o responsible for submitting all required data according to. the
. » . schedules already established for the acquired products.ﬁFailure
o0 L i to .do so will result /in the - isuua.nca of a Notice of Intent ‘to #i .= 3
¥ )2 Suspend. . Requests -from transferee companies for additional timejé;"c 5
.+ .- to submit,. because they acquired the regist ration(a) after. the s ek
. ot -3 (c)(2) (B) request was issued will mot be granted. 'If a =0 .1.0 .0
Sl " transferee .company has ‘other valid. reasons for delays in’ the
=" testing which were ‘clearly outside ‘of -their -control, ,then ‘such !
s requests for time extenmsicns will be’ ‘considered 'in accordance o
.55 with the-established ‘procedures. - Transfers occurring while a “&iis
'.‘*’v 3(c) (2) (B) .request .is being issued or -during the 90- -day- response 3
- time&%re aubject: to theﬁ ame | condit:iona expressed abave S
. r - * 2 rv. l...-f{ls\,&_. 7w ol oy ==

“or approval *of - these ‘products by . the Agency. ~In Onder to ,protect
“health and ‘the environment,” the. Adminiatra.tor. on his’ motion,-may
'; at anygtime ‘suspend - or . ca.nc:el the regi_atration oﬂ ‘a’ peaticide “in
ccorda.nce with . FIFRA : ‘-u"gé! .3 T

&t £ ,'
stter we 'are ‘informing f”ﬁsrxvo :
i of ithese G If




Please read Instructions on reverse before completing form.

Form Appro

(A)

United States Environmental Protection

Washington, DC 20460

£ Office of Pesticide Programs [H?St):gim
vEPA .
\’ Application for Pesticide:

OPP |dentifier Number

% | Registration
| Amendment

-:;e‘ Other | 201011

“Section |
1. Company/Product Number 2. EPA Product Managper 3. Proposed Classification
432-TT10 George LaRocca
4, Company/Product (Name) PM# - A [ﬂ None D Restricted
Deltamethrin 47%-Collar 13
5, Name and Address of Applicant (Includa ZIP Coda) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
b | is simil identical i iti li
Nouaial Belaf Corporation (t;.(i}, my'product is similar ar identical in composition and labeling
95 Chestnut Ridge Road
Montvale, NJ 07645 EPA Reg. No. s R M
D Check if this is a new address Product Name
Section ||
i i | Final printed labels in response ta
Amendment - Explain belaw Aok oy foifa desid
Resubmission in msmns:a to Agency letler dated *Me Too" Application.
. ification - Explai . =
NEipeior “FAmeR RN, | o Other - explain below..
—

Explanation: Use additional page(s) if necassary. (For section | and Section H.)

: Section M
1. Material This Product Will Be Packaged In:
Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
Yes™ Yes Yes Metal
. ! . . Plastic
No No No Glass
IF"Yes,” No. per | W™Yes” No.per | (2 PO??mp::{Spec'rM
. * Certification must be |Vt Packagewgt.  container | Package wgt. container
d, |

[l

3, Location of Net Contents Information

Label [ container

4, Size(s) of Retail Container

_._.l__p_z_(l colla

1)

5. Location of Label Directions
[ On Label .
On Labeling accompanying produact

6. Manner In Which Label Is Affixed To Product [X | Lithograph
% | Paper glued D Other { -
L___I| Stenciled
Section IV 2
1. Contact Paint {Complete items directly below for idantification of individual to be contactad, If necessary, to process this application.)
Name Title Telephone No. (Inclyde Area Code)
aes
Sharon M. Johnston Registration Specialist (201) 307-.9.7"{{0 sesshe
L ] 8 8 A ™
Certification 6. DaidApfiication yeuu}e
| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. Raceived M
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or :Swﬂpd) =
both under applicable law. ¥ e &
*e 9
2. Signature 3. Title i B .
LEE RN ¥ ]
L] L] L]
— % " L ]
Registration Specialist 3 uibe
. Typed Name 5. Date i o s ed”
- L]
L] L I )
Sharon M. Johnston August 11, 1993 2 :IZI-B
éﬁﬁ Form 8570-1 {ﬂev. 12-50) Previous editions are obsolete. White- EPA IFile Copy (original) Yellow - Applicant copy

P S—_, T RS PEERESNTT ae,. -




PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

Wﬁ: Public reporting burden for this collection of information is estimated
to av& ‘h per response, including time for reviewing imstructions, searching existing data sources, gathering and

majntaining the date needed, and completing and reviewing the collection of information. Send comments regarding the burden
estimate or any other aspect of this collection of information, Tneluding'suggestions for reducing this burden, to Chief,
Information Policy Branch, PM-223, U.S. Environmental Protection Agency, 401 M Street, SW, Washington, DC 20460; and to the
Office of Information and Reguletory Affairs, Office of Menagement and Budget, Washington, DC 20503,

w: This form is to be used for all epplications for new registration, end use reregistration, amendment,
resubmission, to applications for notifications, final printed labeling, reregistration, etc. In order to process an
application for a new registration submitted on this form, the following material must mccompany the application:

1. Certificatjon Wwith Respact to Citation of Dats (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 (b) (4)]:

2. Confidential Statement of Formula (EPA Form 8570-4);

3. Formulator's Exemption Statement (EPA Form 8570-27);

4. Five copies of draft lebeling; & -

5. Three copies of any data esubmitted:

6. Authorization letter where applicable;

7. Matrices where spplicable.
Submission of Labeling - Labeling should first be submitted in the form of draft lebels with ell spplications for new
registration. Such draft Labels may be in the form of typed label text on B.5 x 11 inch paper or & mockup of the proposed
label. I[f prepared as a mockup, it should be constructed in such & way as to fecilitate storage inan 8.5 x 11 inch file.
Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 x 11 inch paper for submission.
Sutmission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5.

SPECIFIC INSTRUCTIONS: plesse read the instructions listed below before completing this application. First

determine the type of registration ection, listed in Block A, for which you ere submitting this applicetion." For

spplications submitted in connection with New Registration sctions, Sections I, I1I, and IV must be completed by the .
applicant. For applications submitted in connection with amended registretion actions, resubmissions, notifications,
reregistrations, etc., Sections I, I, and IV must be completed by the applicant.

Block A - Check the appropriste action for which you are submitting this form.

SECTION I - This section must be completed, as applicable, for all registration actions.

1. Company/Product Musber - Insert your Company Wusber, if one has been essigned by EPA. This rnumber may have been assigned
to you Bs & basic registrant, a distributor, or as an estsblishment. If your product is registered, insert the Product
Wumber.

2. EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager,

3. Proposed Clsssification - Specify the proposed classification of this product.

4. Product Mame - Enter the complete product name of this pesticide as it will sppear on the label. The name must be
specific to this product only. Duplicetion of names is not permitted among products of the same company. Do not include
any brand name or company Line designations.

5. Mame and Address of Applicant - The name of the firm or person and eddress shown in your spplication is the person or firm
to whom the registration will be fssued. If you are acting in behalf of another party, you must submit suthorizsticn from
that party to act for them in registration matters. An applicant not residing in the United States must have an
suthorized agent residing in the United States to act for them in ell registration matters. The name and complete mailing
address of such sn agent must accompany this application.

&. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited review of spplicetions for registration, or amendments
to existing registrations, that are similar or jdentical to other pesticide products that are currently registered with
the EPA. In order for your epplication to be eligible for expedited review, you must provide us with the EPA Registration
Number and product name of the product you believe is similer to or identical to your product. The product must be .
similar or jdentical in both formulastion and labeled uses.

SECTION II - this section must be completed for all applications submitted to amend the registration only of a currently

registered product (Amendment), for a resubmission in response to an Agency letter, for notifications te the Agency, for the

submission of finel printed lebeling, for reregistration and for anmy other action that pertains to a specific EPA-registered
product. This section is not to be used for a new spplication for registration.

1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide s brief
explanation of the purpose(s) for the submission, such as *the addition of a site, pest or crop (specify)"; “amend the
Confidential Statement of Formule by...»; “reregistration submission™; general lebel revision of use directions." Attech
a separate page (f additional space is’ : i

CTION Pac a ntainer Information) - this Section must be completed for all spplications
submi tted in connection with pew registration or appliceble amendments. .
"sTyhe of Paskaging - Check ‘the appropriste block if your product will be packsged in the indicated packaging types.
*  Indfcate the jfe of the individual packets and mmber per retail cémtainer. :
Sae of Retail Container - Indicate type of container fn which product will b 'marketed.
b 8 ion of Contents - Bpecify the net contents of all retail containers for your product,
4 Sizg(s) of Resall Container - Specify the net contents of all.reteil, conteiners for your product.
B. Location of Use Directions - Indicate the location of the use directions for your product. ‘
67 Wahfer in whieh label is effixed to product - Indicate the method procuct Label, Is attached to retafl container.

L i

° ; , e Pl
PECFION IV [(Contact Point) - this section must be completed for all W\r\&qh tion metf ..,
new products rggistration, resubmission, "me-teo," reregistration, etc. — T Q\\ Mb S
is5u.Self-explanatory. . ' Iy e
* A "ERA Use Ohly.” -

s
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—_— X I .' - f’ - - :-'
X - i
: : \
' Please read Instructions on reverse before completing form. Form Approved. OMB No.
United States Environmental Protection Agency 5 : OPP Identifier Number
(A) Office of Pesticide Programs (H7505C) 3._| Registration
w. . Washington, DC 20460 Amendment ‘
' Application for Pesticide: Other 201011
on |
' . 1. Company/Product Number > 2. EPA Product Manager 3. Proposed Classification
, 432-TT0 George LaBocca _
4, Company/Product (Name) R PM# lﬂ None D Restrictad
Deltamethrin 47 Collar 13 °
5. Name and Addrass of Applicant (/nclude ZIP Coda) , 6. Expedited Revlew. In accordance with FIFRA Section 3(c)(3)
#oussel Uclsaf Corporation (:Jo}'(l). my product is similar or identical in composition and labeling
95 Chestnut Ridge Road '
Montvele, NJ 07645 - EPA Reg. No. -
[ check if his is a new address Btk S
Section ||
s Final printed labwels in response to
e kmer;d{nen{ Explain below Kooy \aiier datod
Resubmission in response to Agency letter dated . "Me Too" Application. |
. Notification - Explain below. o o
|

Explanation: Use additional page(s) if necessary. (For section | and Section I1.)

; “ Section Il
; 1. Materisl This Product Will Be Packaged In:
| Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
Yes* Yes Yes Metal
E . i |Plastic
No N o No [ |Glass
e = X |Paper
If "Yes, No. per If "Yes, " No. per e :
. * Certification must be Unit Package wat. container | Package wgt. container O TP
|_submitted, . |
3. Location of Net Contents Information 4. Size(s) of Retail Container &. Location of Label Directions
On Label
__El Label” [_] container l.1 oz, (1 collar) On Labeling accompanying product
6. Manner In Which Label Is Affixed To Product Lithograph :
. Paper glued D e X
Stenciled =
Section IV
1: Contact Point (Complete items directly below for idantification of individual to be contacted, if necassary, o process this application.)
Name Title Telephone No. {lrﬂ.da Area Code)
Sharon M. Johnston Registrat,_‘_ion Speclalist (@01) 30?—2&0 vee
Certification o - 6. Daff"Apbiication g 4
| certify that the statements | have made on this form and all attachments thereto are true, accurate and complets. H:“'*d
| acknowledge that any knowingly false or misleading statement may ba punishable by fine cr imprisonment or
both under applicable law. ..
s 3
2, Signature 3. Title e .. -
2 A ;o
y - -
"?/'5/ v e e = Registration Specddlist :..". o
" Typed Name 7 5. Date ."'“. e
L ] L N |
Sharon M. Johmston August 11, 1993 - ?50

EPA Form B570-1 (Hev. 12-00) _ Previous editions are obsolele. White - EPA IFile Copy (oniginal) Yellow - Applicant copy




Formulator’s Exemption Statement

Applicant's Name and Address:

Roussel Uclaf Corporation
95 Chestnut Ridge Road
Montvale, NJ 07645

EPA File Symbol/Registration Number: 432- TT0

Product Name: Deltamethrin 4% Collar

Date of Confidential Statement of Formula:

August 11, 1993

As an authorized representative of the applicant for registration of the prodiict identlfied above, | hereby certify that:

(1) This product contains the following active ingredient(s):

deltamethrin

2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the incorporation into
the product (during formulation or packaging) of another product whiich contains that active ingredient, which
is registered under FIFRA Section 3, and which is purchased by us from anocther product.

()] Indicate by checking (A) or (B) below which paragraph applies:

ﬂ (A) An accurate Confidential Statement of Formula (EPA Forrn 8570-4) for the above identified product
is attached to this statement. That formula statement indicates, by company name, registration
number, and product name, the source of the active ingredient(s) listed in paragraph (1).

OR

O (B) The Confidential Statement of Formula (CSF) (EPA Form 8570-4) referenced above and on file
with the EPA is complete, current, and accurate and contains the information required on the current

CSF,

(4) The following active ingredients in this product qualify for the formulator's exempticn.

Source
Active Ingredient Product Name Hegistration Number
deftamethrin = P
AT s 4o
Signature Name and Title Date U eedeas
L]
. -
/4?7/ Sharon M. Johnston August 11, 2993°*  ==gr=,
Registration Specialist o o il | il
as @
ressen
L] - -
L] as i
S | sammsn

Jusuwijeal) [enuapiuod o) pajiiua aq Aew uolew.lojul 82In0s juaipalbul jonpoud,



Certification with Respect to Citation of Data

Applicant’s Name and Address: EPA File Symbol/Registration Number: 432- 11 U
Roussel Uclaf Corporation Product Name: Deltamethrin 4% Collar

95 Chestnut Ridge Road

Montvale, NJ 07645 Date of Application: ~ August 11, 1983

NOTE: If your product is a 100% repackaging of another EPA-registered product that you purchase, and is labeled
for the same uses, you do not need to submit this form. You must submit the Formulator's Exemption Statement
(EPA Form 8570-27).

1, This application is supported by all data submitted or cited in the application. In addition, if cite-all options
are indicated, this application is supported by all data in the Agency’s files that concern the properties or
effects of this product that is identical or substantially similar, and that is one of the types of data that would
be required to be submitted if this application sought the initial registration of a product of identical or similar
composition and intended uses under the data requirements in effect on the date of approval of this
application. (Check the appropriate boxes, in items 2 and 3 below, that pertain to your application.)

2. | certify that, for each study cited in support of this application for registration that is an exclusive use study,

OE]: | am the original submitter*; or
. O 1 have obtained the written permission of the original data submitter to cite that study*

a. | certify that, for each study cited in support of this application for registration that is not an exclusive use
study:

a. ﬂ\ | am the original data submitter*; or
| | have obtained the written permission of the original data submitter to cite that study*; or

b. | | have notified in writing the companies that have submitted data | have cited to support this
application and have offered to: (a) Pay compensation for those data in accordance with
section 3(c)(1)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Rodenticide Act
(FIFRA); and (b) Commence negotiations to determine which data are subject to the
compensation requirement of FIFRA and the amount and terms of compensation due, if any.
The companies | have notified are: (Check one)

O All companies listed on the Pesticide Data Submitters List for all active ingredients
. contained in my product (cite-all method or cite-all option under Selective Method*).
(Also, sign the General Offer Statement below.)

O Those companies that have submitted the studies which | have cited (Selective
method*)

* A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required under the
cite-all method.)

Signature: Name and Title: Date:

..O

: Sharon M. Johnston sssene
/ / %'/ Registration Specialist y /- 5.7_:3. : '3

neral Offer to Pay: | hereby offer and agree to pay compensation to other"":' sesee

persons, with regard to the approval of this application, to the extent required. e o ceses’
.0. O‘ =
Signature: Name and Title: Date: - ** ::'
il e
.. . = LE B ¥ ]
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DATA ‘IHMENT LISTING FOR THE SELECTIVE MEI'HOE.SUF'POHT

1. Product Name:

Deltamethrin 4% Collar

2. EPA Reg. No./File Symbol:

432- TTO

5. Applicant's Name and Address:

Roussel Uclaf Corporation
95 Chestnut Ridge Road

6. Application for Registration Dated:

08 / 11 / 93
MO. DAY YR.

3. Formulator's Exemption Selected:

YES__ X NO

4. Page_1 of 3

7. Name of Active Ingredient(s):

Montvale, NJ 07645 Deltamethrin
8. DATA REQUIREMENTS 9. SOURCE OF DATA SATISFYING REQUIREMENT
10.
8a. 8b. ga, 9b. 9c. 9d. ge. of. MRID Number,
Regulation Submitted Submitted Permission N.A. or EPA Accession
Part 158/ Name of Test By Date by Another Letter Public Waiver or Other Number or Other
Guideline No. Applicant Submitted Person/ Firm Enclosed Literature (Explain) EPA Identifying
(name) Number
§158.150 PRODUCT CHEMISTRY
61-1 Chemical Identity 08-11-93
61-2 Begin. Materials & Manufacturing Process 08-11-93
61-3 Discussion of Formation of Impurities X 08-11-93
62-1 Preliminary Analysis NA (formualtor’s exemption)
62-2 Certification of Ingredient Limits X 08-11-93
62-3 Analytical Method to Verify Certified Limits X 08-11-93
63-2 Color X 08-11-93
633 Physical State X 08-11-93
63-4 Odor X 08-11-93
63-5 Melting Point NA (formulator’s exemption)
63-6 Boiling Point NA (formulator’s exemption)
E3-7 o0 Dgnsity,,Gulk Depsity or Specific Gravity X 08-11-93
T v L] . @
‘638" o Bellbii} o *.* L2, NA (formulator’s exemption)
see o " . g W
S 6 e 5o
en L) ene os P4
: ¢ & @ & 5 @ ® o e
! . . > J B - . .
—————— 8 *® ase
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DATA .IHMENT LISTING FOR THE SELECTIVE MEFHOE.SUPPOFIT

1. Product Name:

Deltamethrin 4% Collar

2. EPA Reg. No./File Symbol:
432-TTO

5. Applicant's Name and Address:

Roussel Uclaf Corporation
95 Chestnut Ridge Road

6. Application for Registration Dated:

08 / 11 /93
MO. DAY YR.

3. Formulator's Exemption Selected:

YES___X NO

4, Page_2 of 3

7. Name of Active Ingredient(s):

Montvale, NJ 07645 ' Deltamethrin
8. DATA REQUIREMENTS 9. SOURCE OF DATA SATISFYING REQUIREMENT
10.
8a. 8b. 9a, 9b. 9c. ad. 9e. 9f, MRID Number,
Regulation Submitted Submitted Permission N.A, or EPA Accession
Part 158/ Name of Test By Date by Another Letter Public Waiver or Other Number or Other
Guideline No. Applicant Submitted Person/ Firm Enclosed Literature (Explain) EPA Identifying
(name) Number
§158.150 PRODUCT CHEMISTRY (Cont.)
639 Vapor Pressure NA (formulator's exemption)
63-10 Dissociation Constant NA (formulator's exemption)
63-11 Octanol/Water Partition Coeffecient NA (formulator's exemption)
6312 pH NA (not dispersible with water)
63-13 Stability NA (formulator’s exemption)
63-14 Oxidizing/Reducing Action X 08-11-93
63-15 Flammability NA (does not contain combustible
liquids)
63-16 Explodability X 08-11-93
63-17 Storage Stability NA (PR Notice 92-5)
63-18 Viscosity NA (not a liquid)
63-19 Miscibility NA (not an emulsifiable concentrate)
63-20 Corrosion Characteristics NA (not corrosive)
e o » e q i
*ga2ge, | mm:é Brgai:d:::m Voltage NA (not for use around electrical
2he ®.° | o0 e "%, 2 equipment)
. @ L . w . mas
‘.: t: :.: .: :
e ® ® " 0 0 s e » eoe
= @ » ® T e = ™
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DATA IQIIFIMENT LISTING FOR THE SELECTIVE METHO’SUPPORT

1. Product Name:

2. EPA Reg. No./File Symbol:

3. Formulator's Exemption Selected:

4. Page 3 of 3

Deltamethrin 4% Collar 432-T 10
YES__ X NO
5. Applicant's Name and Address: 6. Application for Registration Dated:
Roussel Uclaf Corporation 08 / 11 / 93
95 Chestnut Ridge Road MO. DAY YR. 7. Name of Active Ingredient(s):
Montvale, NJ 07645 Deltamethrin
8. DATA REQUIREMENTS 9. SOURCE OF DATA SATISFYING REQUIREMENT
10.
Ba. : 8b. 9a, 9b. 9c. ad. 9e. of. MRID Number,
Regulation Submitted Submitted Permission N.A. or EPA Accession
Part 158/ Name of Test By Date by Another Letter Public Waiver or Other Number or Other
Guideline No. Applicant Submitted Persan/ Firm Enclosed Literature (Explain) EPA Identifying
(name) Number
§158.340 TOXICOLOGY
81-1 Acute Oral LDgg - Rat X 07-09-93
81-2 Acute Dermal LD, - Rat/Rabbit X 07-09-93
81-3 Acute Inhalation LC., - Rat X 07-09-93 Waiver Request
814 Primary Eye Irritation - Rabbit X 07-09-93
81-5 Primary Dermal Irritation X 07-08-93
81-6 Dermal Sensitization X 07-09-93
81-7 Acute Delayed Neurotoxicity - Hen NA (not an organophosphate)
86-1 Domestic Animal Safety X 07-09-93
.'. .l. L] ese ™
*  se e s 2 s .
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DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS

GUARANTEED WATER PROOF

KILLS FLEAS FOR 11 MONTHS

KILLS TICKS FOR 7 MONTHS

NEW MOLECULE - FIRST COLLAR FORMULATED WITH
PYRETHROID

ODORLESS

FITS DOGS WITH NECKS UP TO 21°

GUARANTEED OR YOUR MONEY BACK

ONE OF THE LONGEST LASTING FLEA

& TICK KILLERS AVAILABLE FOR USE

ON DOGS

WETTING WILL NOT IMPAIR COLLARS
EFFECTIVENESS

MAY BE WORN WITH REGULAR COLLAR
PATENTED INSECTICIDE RELEASE TECHNOLOGY

LANLNN LA s

~

RS

ACTIVE INGREDIENTS:
Deltamethrin

BY WEIGHT
4.00%

96.00%

Inert Ingredients

*

100.00%

(s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3-
(2-2dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate

CAUTION: Keep out of reach of children

See Side Panel for additional Precautionary Statements

NET CONTENTS:_1 Collar
NET WT. 1.1 0z

EPA REG. NO. 432- EPA EST. NO. CODE

Roussel Uclaf Corporation

95 Chestnut Ridge Road
Montvale, NJ 07645
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Page 2 of 2

DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS

GUARANTEED 11 Month Flea Killer
GUARANTEED 7 Month Tick Killer

Deltamethrin 4% Collar provides full season, 11 month flea killing power (and 7 month protection against ticks). It’s guaranteed!

PRECAUTIONARY STATEMENTS
HAZARDOUS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:
Do not open protective pouch until ready to use. Do not allow children to handle this collar. Harmful if swallowed or absorbed through

skin. Avoid contact with eyes, skin or clothing. In case of contact, immediately flush eyes with plenty of water. Immediately get medical
attention if irritation persists. Do not use on sick or convalescing dogs. Do not use this collar on puppies less than 12 weeks of age.

STATEMENT OF PRACTICAL TREATMENT: If swallowed, call physician or Poison Control Center. If in eyes, flush with plenty of
water. Get medical attention if irritation persists. It is not advisable to use this collar or similar pesticides on puppies less than 12 weeks

of age.

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Do not use on sick or
convalescing dogs. Other pesticides are not necessary and therefore should not be used on dogs while collar is worn.

DIRECTIONS FOR USE It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

Deltamethrin 4% Collar contains Deltamethrin insecticide, one of the longest lasting flea and tick killers available for use on dogs. The
Deltamethrin 4% Collar has been specially formulated using patented insecticide release technology. Because of the long duration of
activity of the Deltamethrin 4% Collar, maximum effectiveness may not occur for 2-3 weeks after collar placement. Initial use of collar
is to be in conjunction with dip or dust. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dogs
environment that may reappear on your pet will be killed. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus),
American dog tick (Dermacentor variabilis) and deer tick (Ixodes scapularis) which may carry Lyme disease. Ticks appear on dogs in 3
stages. In the 1st two stages, ticks are smaller than a matchhead and are difficult to see. The collar will also control these immature stages.
This collar provides effective tick control for up to 7 months. If ticks are a problem, this collar should be worn continuously.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off close to the buckle and dispose of excess length by wrapping
in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed between collar and dogs’s neck.
Living and rest areas of pet must also be treated with appropriate pest control measures to ensure control of pests. Dogs should be
examined from time to time and the collar replaced when mature flea or tick populations begin to reappear. Wetting will not impair the
collar’s effectiveness or the pet’s protection. If the dog goes swimming or is out in the rain it is not necessary to remove the collar.
Replace when effectiveness diminishes. Deltamethrin 4% Collar may be used in addition to regular collar. Use only one flea collar at
a time,

STORAGE AND DISPOSAL: storein original, unopened container, away from children. Do not reuse container or used
collar. Wrap in newspaper and put in trash.

NOTICE: Buyer assumes all responsibility for safety and use not in accordance with directions. -
L]
. e o
ONE SIZE FITS ALL-TRIM TO SIZE 1 ee’e®
This collar is designed to fit 99% of all | .
dogs. In the rare instances (for example, | -
well developed St. Bernards or Mastiffs) | Sesene
the collar may be short. If found short | .o
for your dog, return to the address on %%
top panel of box for full purchase price e
refund. ‘ *
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DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS

CALNL LK«

<

-
<<

GUARANTEED WATER PROOF

KILLS FLEAS FOR 11 MONTHS

KILLS TICKS FOR 7 MONTHS

NEW MOLECULE - FIRST COLLAR FORMULATED WITH
PYRETHROID

ODORLESS

FITS DOGS WITH NECKS UP TO 21"

GUARANTEED OR YOUR MONEY BACK

ONE OF THE LONGEST LASTING FLEA

& TICK KILLERS AVAILABLE FOR USE

ON DOGS

WETTING WILL NOT IMPAIR COLLARS
EFFECTIVENESS

MAY BE WORN WITH REGULAR COLLAR
PATENTED INSECTICIDE RELEASE TECHNOLOGY

ACTIVE INGREDIENTS:
Deltamethrin

BY WEIGHT

4.00%

Inert Ingredients

96.00%

100.00%

* (s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3-
(2-2dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate

CAUTION: Keep out of reach of children

See Side Panel for additional Precautionary Statements

NET CONTENTS:_1 Collar
NET WT. 1.1 oz

EPA REG. NO. 432- EPA EST. NO. CODE

Roussel Uclaf Corporation
95 Chestnut Ridge Road
Montvale, NJ 07645
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Page 2 of 2

DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS

GUARANTEED 11 Moath Flea Killer
GUARANTEED 7 Moath Tick Killer

Deltamethrin 4% Collar provides full season, 11 month flea killing power (and 7 month protection against ticks). It's guaranteed!

PRECAUTIONARY STATEMENTS

HAZARDOUS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:

Do not open protective pouch until ready to use. Do not allow children to handle this collar. Harmful if swallowed or absorbed through
skin. Avoid contact with eyes, skin or clothing. In case of contact, immediately flush eyes with plenty of water. Immediately get medical
attention if irritation persists. Do not use on sick or convalescing dogs. Do not use this collar on puppies less than 12 weeks of age.

STATEMENT OF PRACTICAL TREATMENT: If swallowed, call physician or Poison Control Center. If in eyes, flush with plenty of
water. Get medical attention if irritation persists. It is not advisable to use this collar or similar pesticides on puppies less than 12 weeks

of age.

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Do not use on sick or
convalescing dogs. Other pesticides are not necessary and therefore should not be used on dogs while collar is worn.

DIRECTIONS FOR USE It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

Deltamethrin 4% Collar contains Deltamethrin insecticide, one of the longest lasting flea and tick killers available for use on dogs. The
Deltamethrin 4% Collar has been specially formulated using patented insecticide release technology. Because of the long duration of
activity of the Deltamethrin 4% Collar, maximum effectiveness may not occur for 2-3 weeks after collar placement. Initial use of collar
is to be in conjunction with dip or dust. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dogs
environment that may reappear on your pet will be killed. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus),
American dog tick (Dermacentor variabilis) and deer tick (Ixodes scapularis) which may carry Lyme disease. Ticks appear on dogs in 3
stages. In the 1st two stages, ticks are smaller than a matchhead and are difficult to see. The collar will also control these immature stages.
This collar provides effective tick control for up to 7 months. If ticks are a problem, this collar should be worn continuously.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off close to the buckle and dispose of excess length by wrapping
in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed between collar and dogs’s neck.
Living and rest areas of pet must also be treated with appropriate pest control measures to ensure control of pests. Dogs should be
examined from time to time and the collar replaced when mature flea or tick populations begin to reappear. Wetting will not impair the
collar’s effectiveness or the pet’s protection. If the dog goes swimming or is out in the rain it is not necessary to remove the collar.
Replace when effectiveness diminishes. Deltamethrin 4% Collar may be used in addition to regular collar. Use only one flea collar at
a time.

STORAGE AND DISPOSAL: store in original, unopened container, away from children. Do not reuse container or used
collar. Wrap in newspaper and put in trash.

NOTICE: Buyer assumes all responsibility for safety and use not in accordance with directions. o
L]
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ONE SIZE FITS ALLTRIM TO SIZE | T
This collar is designed to fit 99% of all | .
dogs. In the rare instances (for example, ] .
well developed St. Bernards or Mastiffs) pad L)
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DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DCGS

GUARANTEED WATER PROOF
KILLS FLEAS FOR 11 MONTHS
KILLS TICKS FOR 7 MONTHS

PYRETHROID

ODORLESS

FITS DOGS WITH NECKS UP TO 21"
GUARANTEED OR YOUR MONEY BACK
ONE OF THE LONGEST LASTING FLEA

& TICK KILLERS AVAILABLE FOR USE
ON DOGS

WETTING WILL NOT IMPAIR COLLARS
EFFECTIVENESS

MAY BE WORN WITH REGULAR COLLAR
PATENTED INSECTICIDE RELEASE TECHNOLOGY

LhNANN LKL

<

RS

NEW MOLECULE - FIRST COLLAR FORMULATED WITH

ACTIVE INGREDIENTS: BY WEIGHT

Deltamethrin

4.00%

Inert Ingredients

96.00%

* (s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3-
(2-2dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate

CAUTION: Keep out of reach of children

See Side Panel for additional Precautionary Statements

NET CONTENTS:_1 Collar
NET WT. 1.1 oz

EPA REG. NO. 432- EPA EST. NO. CODE

Roussel Uclaf Corporation
95 Chestnut Ridge Road
Montvale, NJ 07645

100.00%
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DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS

GUARANTEED 11 Moath Flea Killer
GUARANRTEED 7 Month Tick Killer

Deltamethrin 4% Collar provides full season, 11 month flea killing power (and 7 month protection against ticks). It’s guaranteed!

PRECAUTIONARY STATEMENTS
HAZARDOUS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:
Do not open protective pouch until ready to use. Do not allow children to handle this collar. Harmful if swallowed or absorbed through

skin. Avoid contact with eyes, skin or clothing. In case of contact, immediately flush eyes with plenty of water. Immediately get medical
attention if irritation persists. Do not use on sick or convalescing dogs. Do not use this collar on puppies less than 12 weeks of age.

STATEMENT OF PRACTICAL TREATMENT: If swallowed, call physician or Poison Control Center. If in eyes, flush with plenty of
water. Get medical attention if irritation persists. It is not advisable to use this collar or similar pesticides on puppies less than 12 weeks

of age.

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Do not use on sick or
convalescing dogs. Other pesticides are not necessary and therefore should not be used on dogs while collar is worn.

DIRECTIONS FOR USE It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

Deltamethrin 4% Collar contains Deltamethrin insecticide, one of the longest lasting flea and tick killers available for use on dogs. The
Deltamethrin 4% Collar has been specially formulated using patented insecticide release technology. Because of the long duration of
activity of the Deltamethrin 4% Collar, maximum effectiveness may not occur for 2-3 weeks after collar placement. Initial use of collar
is to be in conjunction with dip or dust. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dogs
environment that may reappear on your pet will be killed. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus),
American dog tick (Dermacentor variabilis) and deer tick (Ixodes scapularis) which may carry Lyme disease. Ticks appear on dogs in 3
stages. In the 1st two stages, ticks are smaller than a matchhead and are difficult to see. The collar will also control these immature stages.
This collar provides effective tick control for up to 7 months. If ticks are a problem, this collar should be worn continuously.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off close to the buckle and dispose of excess length by wrapping
in newspaper and placing in trash, The collar must be worn loosely so that two fingers may be placed between collar and dogs’s neck.
Living and rest areas of pet must also be treated with appropriate pest control measures to ensure control of pests. Dogs should be
examined from time to time and the collar replaced when mature flea or tick populations begin to reappear. Wetting will not impair the
collar’s effectiveness or the pet’s protection. If the dog goes swimming or is out in the rain it is not necessary to remove the collar.
Replace when effectiveness diminishes. Deltamethrin 4% Collar may be used in addition to regular collar. Use only one flea collar at
a time,

STORAGE AND DISPOSAL: storein original, unopened container, away from children. Do not reuse container or used
collar. Wrap in newspaper and put in trash.

NOTICE: Buyer assumes all responsibility for safety and use not in accordance with directions. . E .
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DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS

= e

GUARANTEED WATER PROOF

KILLS FLEAS FOR 11 MONTHS

KILLS TICKS FOR 7 MONTHS

NEW MOLECULE - FIRST COLLAR FORMULATED WITH
PYRETHROID

ODORLESS

FITS DOGS WITH NECKS UP TO 21"

GUARANTEED OR YOUR MONEY BACK

ONE OF THE LONGEST LASTING FLEA

& TICK KILLERS AVAILABLE FOR USE

ON DOGS

WETTING WILL NOT IMPAIR COLLARS
EFFECTIVENESS

MAY BE WORN WITH REGULAR COLLAR
PATENTED INSECTICIDE RELEASE TECHNOLOGY

LA LKL

<

S

ACTIVE INGREDIENTS: BY WEIGHT
Deltamethrin 4.00%
Inert Ingredients 96.00%
100.00%
* (s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3-
(2-2dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate
CAUTION: Keep out of reach of children
See Side Panel for additional Precautionary Statements .
l:t
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NET CONTENTS:_1 Collar .
NET WT. 1.1 oz * .
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Roussel Uclaf Corporation
95 Chestnut Ridge Road
Montvale, NJ 07645
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DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS

GUARANTEED 11 Month Flea Killer
GUARANTEED 7 Month Tick Killer

Deltamethrin 4% Collar provides full season, 11 month flea killing power (and 7 month protection against ticks). It’s guaranteed!

PRECAUTIONARY STATEMENTS

HAZARDOUS TO HUMANS AND DOMESTIC ANIMALS

CAUTION:

Do not open protective pouch until ready to use. Do not allow children to handle this collar. Harmful if swallowed or absorbed through
skin. Avoid contact with eyes, skin or clothing. In case of contact, immediately flush eyes with plenty of water. Immediately get medical
attention if irritation persists. Do not use on sick or convalescing dogs. Do not use this collar on puppies less than 12 weeks of age.

STATEMENT OF PRACTICAL TREATMENT: If swallowed, call physician or Poison Control Center. If in eyes, flush with plenty of
water. Get medical attention if irritation persists. It is not advisable to use this collar or similar pesticides on puppies less than 12 weeks

of age.

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Do not use on sick or
convalescing dogs. Other pesticides are not necessary and therefore should not be used on dogs while collar is worn.

DIRECTIONS FOR USE It is a violation of Federal law to use this product in a manner inconsistent with its labeling,

Deltamethrin 4% Collar contains Deltamethrin insecticide, one of the longest lasting flea and tick killers available for use on dogs. The
Deltamethrin 4% Collar has been specially formulated using patented insecticide release technology. Because of the long duration of
activity of the Deltamethrin 4% Collar, maximum effectiveness may not occur for 2-3 weeks after collar placement. Initial use of collar
is to be in conjunction with dip or dust, Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dogs
environment that may reappear on your pet will be killed. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus),
American dog tick (Dermacentor variabilis) and deer tick (Ixodes scapularis) which may carry Lyme disease. Ticks appear on dogs in 3
stages. In the 1st two stages, ticks are smaller than a matchhead and are difficult to see. The collar will also control these immature stages.
This collar provides effective tick control for up to 7 months. If ticks are a problem, this collar should be worn continuously.

Place the collar around dog's neck, buckle and adjust for proper fit. Cut off close to the buckle and dispose of excess length by wrapping
in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed between collar and dogs’s neck.
Living and rest areas of pet must also be treated with appropriate pest control measures to ensure control of pests. Dogs should be
examined from time to time and the collar replaced when mature flea or tick populations begin to reappear. Wetting will not impair the
collar’s effectiveness or the pet’s protection. If the dog goes swimming or is out in the rain it is not necessary to remove the collar.
Replace when effectiveness diminishes. Deltamethrin 4% Collar may be used in addition to regular collar. Use only one flea collar at
a time.

STORAGE AND DISPOSAL: Sstorcin original, unopened container, away from children. Do not reuse container or used
collar. Wrap in newspaper and put in trash.

NOTICE: Buyer assumes all responsibility for safety and use not in accordance with directions. oE .
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*Pages 164-166 Confidential Statement of Formula may be entitled to confidential treatment*
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